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Simple Changes Can Make Trials
More Patient Friendly
By Charlie Passut and Leslie Ramsey

I

ndustry experts agree that 100 percent
virtual trials won’t work for all types of
studies, but they predict that by 2025,
all trials will have at least some virtual
component that offers flexibility in how
sites interact with participants and makes
trials more accessible and more appealing
to the public.
“Patient-centricity is the key thing,” says

Drug & Device Pipeline News…13
Forty-one drugs and devices have entered a
new trial phase this week.

Encore Research Group CEO Michael Koren.
“If a patient wants to do a FaceTime call
and make that their visit, great. If a patient
wants to come in and do that visit because
they perceive that as part of the value
proposition, that should be their choice
and preference,” he told attendees at the
2020 MAGI Clinical Research vConference
last week.

JobWatch…16

see Making Trials More Patient Friendly on page 8
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lmost two-thirds of participants
in clinical trials to support U.S.
drug approvals from 2015 to
2019 were located outside the U.S., the
FDA’s Center for Drug Evaluation and
Research (CDER) said in a new report
released last week.
The three countries that furnished the
largest number of the 292,766 study participants — after the U.S. with its 102,596
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Clinical Trial Risk Management in the
Post-COVID-19, All-Digital World
Predictive Transformation in Quality,
Compliance and Risk Management

participants — were Poland, Germany and
Russia at about 4 percent of the total each,
followed by Japan, Canada and the Czech
Republic at about 3 percent each, according to CDER’s five-year summary of Drug
Trials Snapshots.
Among U.S. states, California, Florida
and Texas had the largest number of study
participants, at 14,525, 12,038 and 8,709,
respectively.
see Drug Trials Snapshots on page 9
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A

s part of its ongoing efforts
to make clinical trials more
representative of the population,
the FDA last week issued a final guidance
on what sponsors should do to make trials
more accessible and appealing to underrepresented racial, ethnic, gender and age
groups.
It’s an issue that has been increasingly
on the front burner for industry

stakeholders the past few years, and
the COVID-19 pandemic has made the
situation even more urgent as minority
groups have proven more susceptible to
the virus.
Clearly, the FDA agrees with industry
that measures must be taken to increase
the participation of underserved
populations. While many of the
recommendations the agency details in
see Guidance on Trial Diversity on page 10
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Some Improvement in Sponsor-Site
Relationship But More Needed, Survey Says

The CenterWatch Monthly

By Colin Stoecker
The following summary of CenterWatch’s
2019 Global Site Relationship Survey presents
sites’ views on the sponsors they work with.
The December issue of The CenterWatch
Monthly will report sites’ opinions on CROs.

Has well-trained CRAs
Is organized and prepared
Provides good overall protocol design

S

»

ponsors’ ability to meet the needs of
their sites has improved slightly in
recent years, according to a new
CenterWatch survey, but sites say they need
to see more progress in almost all aspects of
their working relationship.
More than 4,000 sites responding to
CenterWatch’s 2019 Global Site Relationship
Survey rated their sponsors’ performance on
40 key attributes, giving only about half of
them high marks across the board and
indicating there still is work to be done,
especially in the areas of contracting and
budgeting.
Sponsors have made some strides on the
attributes sites deemed most important,
primarily in the areas of project support and
study monitoring, which contribute to the
rise in sites’ overall satisfaction with sponsors
in 2019.
Sponsors’ average “excellent” rating rose 5
percent overall from 2017 — up to 53
percent in 2019 from 48 percent — reflecting
slight improvements in attributes such as
organization and preparation, having easily
accessible staff and providing good overall
protocol design.
Most-Valued Sponsor Attributes
The following top 10 attributes sites
ranked as “very important” in 2019 re-

Maintains open communication
Project timeline

47%

66%
75%
66%
72%
65%
68%
63%
68%
63%
65%
61%
66%
60%

2019
2017

60%
63%
59%
64%

Is responsive to inquiries

57%
62%

realistic project timelines, which made the

percent);

Has professional, knowledgeable and
-

-

cent);

Provides good overall protocol design

Sponsor Highs and Lows

percent);

Sponsors scored high on four other at tributes — having well-trained CRAs,

percent);

see Sponsor-Site Relationship on page 4
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COVID-19 Update
COVID-19 Drug Research
Roundup
COVID-19 Vaccines:
In a 20-person phase 1 trial,
ImmunityBio’s and NantKwest’s
hAd5-COVID-19 vaccine candidate
was associated with the generation
of neutralizing antibodies and T-cell
responses against both the SARS-CoV-2
spike protein and the nucleocapsid
proteins surrounding the virus. While no
serious adverse events were reported
in the low-dose arm of the trial, safety
analyses are ongoing in the high-dose
cohort. The companies are currently
planning to study the vaccine in late-stage
trials that will enroll volunteers previously
infected with SARS-CoV-2.
Johnson & Johnson (J&J) has resumed
its clinical trials in Europe studying its
COVID-19 vaccine Ad26.COV2.S. The
company hit pause on its European trials
last month to investigate an adverse event.
The restarted trials are at the phase 2 stage
in Germany, the Netherlands and Spain,
while a phase 1/2 study has restarted in
Belgium. J&J has also conducted a global
phase 3 trial of 60,000 participants. The
company has announced plans to conduct
a separate late-stage trial that will assess
a two-dose regimen of the vaccine across
countries in Europe.
Minneapolis-based health system Allina
Health has been chosen as one of the
261 trial sites worldwide to enroll 2,000
ethnically diverse residents of Minnesota to
participate in J&J’s 60,000-patient trial of
COVID-19 vaccine candidate Ad26.COV2.S.
The first patient has been treated
with Israeli COVID-19 vaccine candidate
BriLife in a phase 1 trial. The candidate
was developed by the Israel Institute of
Biological Research. Up to 25,000 doses
have been supplied for the 80-person trial,
which involves Jerusalem-based Sheba
Medical Center and Hadassah University
Medical Center. Pending early-stage
© 2020 CenterWatch

findings, the vaccine will also undergo
testing in a phase 3 trial with 30,000
participants.
Interim analyses of late-stage trial
data from Pfizer and BioNTech show
their jointly developed COVID-19 vaccine
BNT162b2 is more than 90 percent
effective. The phase 3 trial started July 27
and has so far enrolled more than 43,000
participants. More than 38,000 participants
have received a second dose of the
vaccine. The two companies are hopeful
that they will have sufficient data to apply
for an Emergency Use Authorization later
this month.
The FDA has bestowed a Fast-Track
designation to Novavax’s investigational
COVID-19 vaccine NVX-CoV2373. This
designation should accelerate regulatory
approval to help move the candidate into
phase 3 trials in the U.S. and Mexico by the
end of November. Novavax has already
started phase 3 trials in the UK.
A phase 3 trial studying China-based
Sinovac’s COVID-19 vaccine CoronaVac
has been suspended in Brazil. Brazil’s
National Agency for Sanitary Surveillance
(ANVISA) issued this suspension to assess a
serious adverse event that occurred in the
study population.
Medicago says its investigational
COVID-19 vaccine produced virusneutralizing antibodies and significant
cellular immune responses following the
administration of two doses in an earlystage trial. The Canadian drug developer
combined its COVID-19 vaccine candidate
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with GlaxoSmithKline’s vaccine booster.
Medicago hopes to move into mid- to
late-stage trials with a lower-dose version
of the candidate.
According to an interim analysis of
global phase 3 trials, Russia’s Sputnik V
COVID-19 vaccine was up to 92 percent
effective at protecting participants from
COVID-19. Findings from this analysis were
announced by the country’s sovereign
wealth fund. Russian Deputy Prime
Minister Tatiana Golikova says Russia plans
to produce 500,000 doses of Sputnik V
in November. The Philippines will likely
join final-stage trials for Russia’s Sputnik
V COVID-19 vaccine by the end of this
year. Russia’s second COVID-19 vaccine,
developed by Siberia’s Vector institute, is
expected to enter post-registration trials
this month.
Moderna has completed gathering
data for a first interim analysis of its largescale COVID-19 vaccine trial. The company
says it hopes to have an announcement on
the candidate’s efficacy by the end of November. Moderna has also announced at
least 53 study participants became ill with
COVID-19, meaning the company can now
apply for Emergency Use Authorization.
The trial’s independent data and safety
monitoring board will determine whether
more patients in the vaccine arm or the
placebo arm became ill with COVID-19.
If a statistically significant proportion of
patients became ill in the placebo arm, it
means the vaccine is effective.
continues on next page
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COVID-19 Update

(continued from page 2)

German drugmaker Curevac says its
COVID-19 vaccine candidate CVnCoV can
remain stable for at least three months at
41 degrees Fahrenheit (5 degrees Celsius),
making it easier to distribute than some
competitors’ vaccines. This storage temperature would present fewer distribution
challenges than the Pfizer/BioNTech vaccine
that must be kept at an ultra-cold -94
degrees Fahrenheit (-70 degrees Celsius).
But Curevac is not currently among the
frontrunners in the race for an approved
vaccine as it is not as far along in its trials
as competitors, including Pfizer, AstraZeneca, Johnson & Johnson and Moderna. The
company hopes to launch a phase 3 trial by
year’s end.
COVID-19 Therapies:
Interim findings from the CANCOVID phase 3 trial show Novartis’
canakinumab did not improve the odds
of survival without intubation in patients
with COVID-19-induced pneumonia.
Approximately 88.8 percent of patients
assigned to canakinumab vs. 85.7 percent
of patients assigned to placebo survived
without needing mechanical ventilation.
Canakinumab, which is being studied in
the trial as a treatment for cytokine-release
syndrome in 454 hospitalized patients with
COVID-19, was not superior to standard

care for reducing the trial’s key secondary
endpoint of COVID-19-related mortality
(4.9 percent vs. 7.2 percent). The CAN-COVID trial is ongoing and will continue to day
127. Full results from the trial are expected
by early 2020.
The second group of patients with
COVID-19 and respiratory distress have
been treated in a phase 1 trial of Ampio
Pharmaceuticals’ inhaled Ampion, an
anti-inflammatory biologic. This second
round of treatment begins following
clearance by the study’s safety monitoring
committee (SMC), which found the
therapy was safe and well-tolerated in the
first treatment group. The study plans to
enroll up to 40 patients in the U.S., all of
whom will be randomized to receive either
Ampion or placebo. The first three patient
groups that receive the inhaled biologic
will be assessed by the SMC.
The Kutsuna Satoshi of the National
Center for Global Health and Medicine
in Japan says it has not observed any
abnormalities in six male patients with
COVID-19 who have received blood plasma
from recovered COVID-19 donors. Blood
plasma is being administered to these
patients as part of an early-stage study
and currently includes men in their 30s to
60s. Approximately 97 recovered patients

have donated their blood plasma for the
study. Japan does not have an approval
for the emergency use of blood plasma to
treat COVID-19.
AstraZeneca’s acalabrutinib did not
reduce mortality or help save hospitalized
patients with COVID-19 from respiratory
failure compared with supportive care
alone, according to findings from two
phase 2 trials. This contrasts with early
clinical data that suggested the Bruton’s
tyrosine kinase inhibitor could reduce the
hyperinflammatory immune response and
diminish the severity of the novel coronavirus.
Mallinckrodt has launched a retrospective study to collect real-world data on
its nitric gas inhaled therapy INOmax as a
potential treatment for COVID-19 patients
with respiratory problems. The company is partnering with research company
Pharmerit International to gather data from
200 hospitalized coronavirus adult patients
treated with INOmax from Jan. 1 to July
31. The patient data will be assessed for 30
days following their discharge. INOmax is
approved in Europe for treating respiratory
failure linked with pulmonary hypertension,
or high blood pressure in the lungs, but
has not been evaluated or approved by the
FDA.

Tuesday, Nov. 17 – Wednesday, Nov. 18, 2020

15TH
ANNUAL
INSPECTIONS
vSUMMIT
MAGI's
Clinical FDA
Research
vConference
The48
summit
willand
cover
everythingover
youeight
and your
need
to know to move through an inspection.
sessions
workshops
daysteam
in eight
tracks
FDA ofﬁcials and industry experts will share the best tools for participating in virtual interactions, how to
140+ speakers with diverse expertise and backgrounds
prepare for a regulatory meeting, ways COVID-19 has impacted the inspection process and much more.
70+ continuing education contact hours (CME, CNE, CCB, CLE, other)

Learn more at:
Learn
more at www.centerwatch.com/fdainspectionssummit
www.centerwatch.com/magi-clinical-research-conference
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Industry Briefs
Woodcock Outlines
Important Research Takeaways
From COVID-19 Pandemic
While research done at academic sites
often brings greater confidence in results,
they are often slow, underenrolled and
“clunky,” says Janet Woodcock, director
of the Center for Drug Evaluation and
Research (CDER), currently also head of
the therapeutics arm of Operation Warp
Speed.
To address the enrollment problem,
she suggested “[getting] out of the academic medical centers” and “[setting] up
support for the community to participate”
in trials. She noted that academic networks have seen slow site activation, slow
enrollment and other problems, partially
due to a lack of resources to complete
those tasks rapidly.
“I believe if we built really good platforms, that the pharmaceutical industry
would participate, and that would allow
funding to flow in,” she said. “I think the
problem right now is academic trials are
felt to be slow and clunky. We need to
merge these enterprises together, that’s
my belief. [As a regulator], I would prefer
to see these trials done by a third party
run by academic investigators, because
I think that gives us the greatest confidence … however, they can’t be small,
slow trials. We have to get them done.”
A silver lining, she said, is that platform trials and master protocols – which
Woodcock has long championed – have
seen a greater acceptance during the
pandemic and have been responsible for
much of the actionable data seen so far.
In the future, master protocols and platform trials should be set up and ready to
go for when another pandemic hits. The
government will need to take the lead
on that effort as it provides a significant
amount of research funding and does not
have the same agenda as pharmaceutical
companies, she said. Additionally, there
© 2020 CenterWatch

needs to be some agreement between
investigators, scientific researchers and
the medical community on how studies
will be done quickly, she added.
In an interview with the New England
Journal of Medicine last week, Woodcock
said that although there are more than
700 COVID-19 therapeutics trials ongoing
in the U.S., only 5 percent of them, approximately, will produce actionable data
because many of the trials are small or are
poorly coordinated.
“I think there’s a really big problem,
because the effort has been uncoordinated, [and] these trials are underpowered.
Even amongst those 5 percent, many of
them will never enroll enough patients,”
she said. “That’s the other thing we’re
seeing, is that people aren’t enrolled.
Since many of these patients are in the
community, they don’t have an opportunity to participate in trials, and so we
have tens of thousands of people who are
ill and most of them cannot be entered
into trials where we can learn knowledge
quickly.”
A case in point, she said, is convalescent plasma research, which still does
not have a single randomized trial large
enough to produce answers right now.
Operation Warp Speed, in its efforts to
set up trials, has seen competition from
many of the smaller therapeutics studies,
Woodcock said.
Operation Warp Speed participates in
calls with regulators from 40 or 50 nations
at a time, during which Woodcock has
presented global trial data and brought up
the issue of a lack of actionable trials. She
believes that regulators around the world
agree that unity will be essential for dealing with the next crisis in a better way.
“There will be an opportunity for at
least the regulatory community worldwide … and hopefully the medical
ecosystem worldwide to come together
and say, ‘we can do better, we can have a

more coordinated and cohesive response,’
so wherever the next virus originates and
starts to proliferate, we can jump in as a
global enterprise and figure out how to
treat it as fast as possible,” she said.

Pandemic Makes One-Fifth
of Cancer Patients Less
Willing to Take on Trials
A new survey shows one in five cancer
patients are far less likely to participate
in future clinical trials due to fear of
COVID-19 exposure, raising the question
of whether enrollment levels that have
dropped precipitously since the beginning of the pandemic are likely to recover
after the virus is controlled.
In an attempt to answer that question, researchers at the American Cancer
Society (ACS) conducted the survey in response to a report from the SWOG Cancer
Research Network that showed the enrollment rate in its trials had slowed from
76.5 percent in the first weeks of 2020 to
only 23.5 percent since March 15.
ACS surveyed more than 3,000 members of its Cancer Action Network Survivor
Views panel in May and June and found
that, while 80 percent of respondents
said that COVID-19 had made no change
in their view of participating in a clinical
trial, the remaining respondents (18.1
percent) were more than seven times less
likely to enroll.
According to the ACS report, published
last week on the JAMA Network, the most
common reasons cited by respondents
who were less likely to enroll were fear of
exposure to COVID-19 (70 percent) and
difficulty accessing normal care during
the pandemic (18 percent). Reluctance
to leave their home/family and financial
hardship caused by the pandemic were
cited by about 10 percent of respondents.
ACS also reported that almost 34 percent of survey respondents said they had
continues on next page
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(continued from page 4)

discussed a clinical trial with their physician and 20 percent were offered a trial. Of
those offered a trial, 78 percent accepted
and 12 percent eventually enrolled.
Response patterns were the same
across gender, race and socioeconomic
subpopulations, ACS said, which included
73 percent female, 3.6 percent African
American and 36.6 percent with an annual
household income of $60,000 or less.
Read the report here: https://bit.
ly/2GZ327a.

PPD Survey Highlights
Decentralized Trials
During Pandemic
During the COVID-19 pandemic, it’s taken
an average of 7.5 months for pharma and
biopharma organizations to implement a
decentralized trial from protocol redesign
to first patient televisit, according to a
new survey from PPD.
The survey showed that up to 63 percent of respondents said COVID-19 had a
“substantial” impact on their ongoing trials,
and 15 percent said the pandemic had a
“transformational” impact on their ongoing
research. Only 1 percent said it had no impact, while 21 percent said it had a “limited”
impact. More than half (53 percent) of the
respondents said the pandemic had a “permanent” impact on their ongoing trials, but
the remaining 47 percent said it resulted in
only a temporary reaction.
Respondents said that 69 percent of
their trials in 2019 were designed to be
on-site only, but that figure dropped to
41 percent for trials continuing into the
first quarter of 2020. Likewise, 20 percent
of clinical trials in 2019 were enabled for
a hybrid digital design compared with 39
percent in the first quarter of 2020. Only
11 percent of trials in 2019 were designed
to be fully decentralized vs. 20 percent in
early 2020.
The most impacted areas of clinical
trial operations during the pandemic,
© 2020 CenterWatch

according to 57 percent of respondents, has
been patients’ ability to visit investigator
sites. This was followed by sites’ operating
capacity (35 percent), on-site monitoring access (32 percent), recruitment and
retention (28 percent), obtaining patient
consent/reconsent (17 percent), clinical
supply chain interruptions (16 percent),
data collection and quality (14 percent) and
regional regulatory hurdles (6 percent).
Approximately 69 percent of respondents said remote site visits/monitoring
are currently being implemented or are
planned for implementation in an effort to
mitigate the impact COVID-19 has had on
their ongoing trials. Another 60 percent of
participants said they have started or plan
to reduce the number of site visits.
Up to 48 percent of respondents attributed remote monitoring as having the
most positive impact on the performance
of their trials. Another 45 percent cited
electronic clinical outcome assessments as
having the most positive impact on trial
performance. Also mentioned in responses to this question was remote eConsent
(42 percent), televisits (41 percent), home
healthcare (37 percent), and direct-topatient and direct-from-patient services
(35 percent).
The majority of survey respondents (63
percent) said decentralized trials during
the pandemic have matched expectations
for reducing burden for patient participation. Half of the respondents said decentralized trials have matched expectations
for increasing patient access and diversity.
In terms of benefits, 19 percent of
respondents said decentralized trials have
led to limited trial interruptions, while
another 18 percent said a decentralized
trial design has added extra convenience
for patients. Reduced operational costs
were cited as a benefit of a decentralized
approach by 16 percent of respondents.
Most respondents (79 percent) said they
believed decentralized trials can have the

same or higher level of data quality and
quantity compared with traditional trials.
When asked for feedback on decentralized trials, clinicians rated education and
training for older patients as a top priority.
On the patient side, the top-rated response regarding decentralized trials was
the willingness of adoption and excitement about new experiences.
The survey included pharma/biopharma companies from North America
(60 percent), Europe (30 percent) and
the Asia-Pacific region (10 percent), all of
which outsource their clinical research services to contract research organizations.
To read the full survey, click here:
https://bit.ly/2JWK0iT.

New Revision of ICH E6 to
Add Technology and
Monitoring Guidelines
In its biannual North American meeting
this month, the International Council on
Harmonization (ICH) said that a third revision of its ICH E6 good clinical practices
(GCP) guideline would be released in draft
form in December 2021, with additional
recommendations for using technologies
and methods developed since its last revision in 2016.
The 2016 revision, ICH E6(R2), focused
on risk-based decisionmaking, which would
remain the overall focus of the revised
guideline, the ICH says. But the council
plans to address issues that have become
prominent during the COVID-19 pandemic,
such as trial decentralization, remote monitoring, digital health tools, telemedicine
and use of real-world data (RWD).
The new revision will be issued in two
phases, which the ICH is calling Annex 1
and Annex 2. Annex 1 will be an “overarching principles and objectives document”
covering interventional clinical trials. When
complete, it will replace the current E6(R2).
Annex 2 will cover nontraditional clinical
continues on next page
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trials, including pragmatic and decentralized studies, as well as those incorporating
RWD. Work on Annex 2 will not begin until
the first draft of Annex 1 is released.
Read the ICH E6(R3) concept paper at
https://bit.ly/2IBGMkp.

Steering Committee Launches
New Version of DIA’s TMF
Reference Model
Sponsors struggling with setting up trial
master files (TMF) can turn to a recently upgraded reference tool that helps them build
compliant and inspection-ready TMFs.
The new version of the TMF Reference
Model, first developed in 2008 by the Drug
Information Association (DIA) Document and

Records Management Community, includes
updated regulatory guidance and industry
best practices, as well as industry change requests DIA has received through June 2020.
Requests received since June are being
evaluated by the TMF development committee. The open-source model can be
downloaded, along with release notes and
an updated implementation guide, from
the TMF website: https://bit.ly/2IFkMoQ.

CDER Suggests Schizophrenia
Trials Can be Shorter, Simpler
A study from the FDA’s Center for Drug
Evaluation and Research (CDER) suggests
schizophrenia drug trials can be shorter
and include simpler tools for measuring

disease severity and treatment response,
all without compromising the strength of
the outcomes data.
The CDER study was an analysis of
pooled data from 32 trials of approved
schizophrenia drugs that included more
than 14,000 patients. The CDER researchers
found that success rates at four weeks, defined as a significant improvement in the
overall disease-measurement Positive and
Negative Syndrome Scale (PANSS) score,
was similar to success rates at six weeks.
This finding indicates that shorter
four-week trials may be just as informative as longer six-week trials. Shorter trials
may also reduce patient dropout rates, the
researchers noted.

VIRTUAL WORKSHOP

DATA INTEGRITY FOR
GCP PROFESSIONALS
CORE REQUIREMENTS, EXPECTATIONS AND CHALLENGES
Tuesday, Dec. 1 and Thursday, Dec. 3, 2020 • 10:00 a.m. - 4:30 p.m. EST
Presented by WCG-CenterWatch and Cerulean
This interactive virtual workshop that 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
© 2020 CenterWatch
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Up and Coming
This feature highlights changes in clinical
trial organizations’ personnel.

Aethlon Medical
Charles Fisher has been named CEO of
Aethlon Medical. Fisher currently serves as
CEO of Margaux Biologics.

Agenus
Agenus has named Steven O’Day the
company’s new chief medical officer. O’Day
will continue to serve as executive director
of the John Wayne Cancer Institute and
Cancer Clinics at Providence St. John’s
Health Center.

Almac Sciences
Almac Sciences has appointed Dan
Bayston to the role of vice president of
small-molecule active pharmaceutical
ingredients. Bayston was formerly the
company’s process development manager.

American Regent
American Regent’s Ken Keller is
transitioning from his current role as CEO
of the company to global head of oncology
business at Daiichi Sankyo. Paul Diolosa,
American Regent’s current senior vice
president of operations, will succeed Keller
as president and CEO starting April 1, 2021.

AVITA Therapeutics
Sean Ekins, AVITA Therapeutics’ vice
president of finance, assumed the role of
chief financial officer at the company as of
Nov. 9.

Avomeen
Avomeen has named Luke Miller as senior
vice president of lab operations. Miller
was formerly the vice president of lab
operations at Metabolon.

Editas Medicine
Lisa Michaels has been named chief
medical officer of Editas Medicine.
© 2020 CenterWatch

Michaels most recently served as head of
Bayer Pharmaceuticals’ rare diseases, cell
and gene therapy therapeutic area.

Elektrofi
Boston-based Elektrofi has appointed Paul
Herbert to the role of senior vice president
of pharmaceutical development. Herbert
most recently served as vice president of
process development and engineering at
Alkermes.

European Medicines
Agency (EMA)
EMA Executive Director Guido Rasi has
ended his five-year tenure as agency
head, passing the reins to Emer Cooke,
the current director of regulation and
prequalification department at the World
Health Organization, where she has served
since 2016.

Graphite Bio
Katherine Vega Stultz has been
appointed to chief operating officer of
Graphite Bio. Formerly, Stultz was general
manager of the Spain/Portugal market for
Celgene. Graphite has also named Philip
Gutry as the company’s chief business
officer and head of finance and investor
relations. Gutry was most recently chief
business officer at Kronos Bio.

Illingworth Research Group
Chris Wells has been hired by Illingworth
Research Group to serve as the company’s
new director of patient concierge
services. Previously, Wells was business
development director of Activate Event
Management.

Intravacc
Virgil Schijns has been appointed chief
scientific officer of Intravacc. Schijns will
continue to serve as guest professor at
Strathclyde University in Glasgow, UK, a
position he’s held since 2013.

Inventiva
Clinical-stage biopharma company
Inventiva has appointed Michael
Cooreman to the role of chief medical
officer. Cooreman most recently served as
vice president of science and medicine at
Ferring Pharmaceuticals.

Klick Health
Klick Health has named Lauren Naima,
former FCB Health’s executive vice
president and executive creative director,
to the role of senior vice president and
executive creative director in New York.
Klick has also hired Laura Denham as
the head of the company’s broadcast
production team. Denham was previously
the chief commercial officer at NotableCA.
Ryan Murphy, who formerly served as
senior vice president and creative director
at the Grey Group, has joined Klick as
group creative director.

Korro Bio
Ram Aiyar has been named CEO of Korro
Bio. Recently, Aiyar was the co-founder,
chief financial officer and chief business
officer at Corvidia Therapeutics.

Legend Biotech
Legend Biotech has named Ying
Huang CEO of the company. Huang was
managing director and head of biotech
equity research at Bank of America Merrill
Lynch prior to joining Legend Biotech.

Valicare
Christin Erbach has been named senior
GMP consultant for Syntegeon subsidiary
Valicare. She was most recently vice
president of clinical services at Inceptua.

Werewolf Therapeutics
Randi Isaacs, former executive director
and clinical site head at NIBR, has been
named chief medical officer of Werewolf
Therapeutics.
CWW2444
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Making Trials More Patient Friendly
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Koren said some people think of
clinical trials as something of a concierge
service. “It’s above and beyond what
they’re getting in healthcare, and they
like the nurturing, they like to come in
and have that human interaction.” Other
participants appreciate the convenience
of being able to participate in trials without leaving home, especially during the
pandemic.
A new report by the Tufts Center for
the Study of Drug Development (CSDD)
shows that participants in trials that use
some kind of patient-centric method,
such as telemedicine visits or wearable
devices, are more satisfied with their trial
experience than those who take part in
more traditional trials. According to a
recent survey by the Center for Information and Study on Clinical Research Participation, among the 42 percent of trial
participants who have used telemedicine
visits in 2020, the satisfaction rate was 19
percentage points higher; the 67 percent of participants that have used text
messaging in trials were 14 percentage
points higher, and the 21 percent using
smartphones and wearable devices were
32 percentage points higher.
Telemedicine is the most popular
method, CSDD says, with more than 80
percent of the 50 top pharma companies
surveyed saying they use it in their trials
“due largely to the relative speed and
ease of implementation.” Thirty percent
of respondents conduct home visits for
assessments and procedures and just over
20 percent ship trial supplies directly to
patients.
Only about 5 percent use wearables
and other devices, most likely due to
the longer lead time and infrastructure
required, CSDD says. Still, more than half
of respondents said such devices were
either “very easy” or “easy” to use.
© 2020 CenterWatch

“It is no secret we had to be
innovative, and the necessity drove
ways to work differently — such
as remote consenting, changing
procedures and doing telehealth.”
— Andy Lee, senior vice president for
global clinical trial operations, Merck

Andy Lee, senior vice president for
global clinical trial operations at Merck,
said the company is trying to move
toward patient-centricity in its COVIDrelated trials. “But sterile environments
are not often available at home, a lot of
the supportive diagnostic testing and
imaging is very complex, and some of
the laboratory work requires very skilled
acquisition of the sample,” Lee said, which
means trials often end up duplicating
data collection efforts at the clinical site
and at the patient’s home.
“It is no secret we had to be innovative, and the necessity drove ways to work
differently — such as remote consenting, changing procedures and doing
telehealth,” Lee said. “We also looked at
shipping medications directly to patients’
homes and a variety of different ways to
do remote monitoring.”
To determine what types of technology and virtual components will best
support a trial’s primary endpoints,
Merck uses decision trees that allow the
company to consider which choices will
best ensure that data are valid, accurate,
reliable and reproducible.
“It’s the early days [of the pandemic],
but we need to have confidence in what
we’re doing,” he said. “I think with time
we’ll see appropriate trials using much
more decentralized processes, but for
hospital-based specialty care, this is more
of a fantasy than a reality.”

Barbara Bierer, faculty director at
Brigham and Women’s Hospital (BWH) in
Boston, said the pandemic has caused
the various stakeholders — investigators,
clinical trial sites, patient groups, CROs
and pharmaceutical companies — “to
appreciate and attain a level of flexibility
in how we do and conduct our business.
These flexibilities, if done correctly, do not
inhibit data quality and in fact are very
patient-centric.” She said BWH revised
their protocols so in-person visits are
“only for essential visits that cannot be
done in another way.”
One issue that makes patient-centricity a challenge is participants’ fear of the
technologies they have to use in virtual
trials, but it isn’t technology that keeps
some trials’ enrollments low, Koren said.
Rather, there is limited interest in the type
of research that some trials are offering.
But that hasn’t been the case in the quest
for a COVID-19 vaccine, according to
Koren, who serves as a COVID-19 vaccine
investigator.
“From the first day, we literally had
people pouring in trying to be part of
these studies,” he said. “But they tended
to be older, white and more educated.
And we had more difficulty attracting
people who were of color, who were less
educated and of lower economic strata,
which brings up some very interesting
questions.” Chief among those questions
is whether virtualization could open trials
up to groups that can’t access trials.
Ashish Atreja, chief innovation officer
for the Icahn School of Medicine at Mount
Sinai (ISMMS), told attendees that the
school did a fair amount of virtual operation before the pandemic, especially for
real-world evidence trials and phase 4 registries. He said ISMMS had partnered with
the American Gastroenterology Association to virtually track 55 clinical trial sites
participating in a national fecal transplant
continues on next page
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registry. “This allowed us to realize that not
everything has to be completely virtual
or completely manual. You can have a
blended approach as well,” he said.
“There are some aspects that can be
made virtual, and some trials — especially phase 4 registries — can be made
completely decentralized. But in the
next four to five years, or maybe earlier,
I would be surprised to see any trial that
does not have a virtual component.”
The technology already exists, Atreja
said, adding that the Science 37 virtual
trial platform is a “very patient-centric
model [that is] trying to create a rubric

Drug Trials Snapshots
(continued from page 1)

Demographic analysis of the trial participants showed a significant tilt toward
females in the U.S., at 56 percent of the total, while outside the U.S., aggregate female
participation was only 49 percent.
The report found that most Black
or African American participants were
from U.S. sites. In the U.S., 16 percent of
trial participants were Black or African
American, against only 2 percent in
the rest of the world, which lowers the
global participation rate for this racial
group to just 11 percent. As of July 1,
2019, 13.4 percent of the U.S. population
was African American, according to the
U.S. Census Bureau, so the 11 percent
global figure means this racial group was
underrepresented.
Race distribution by age was similar,
but the proportion of Black or African
Americans in the 65-and-older age group
was 6 percent lower.
At 78 percent of trial participants, white
people were slightly overrepresented
compared to their 76.3 percent share of
© 2020 CenterWatch

for making it easy and convenient for
participants to enroll, engage and give
informed consent.” But he warned it takes
years for new technology to permeate the
clinical trials ecosystem. “It took 20 years
for [electronic health records (EHRs)] to
become mainstream,” he said. “There may
be some trials which do not require FDA
approval, especially phase 4 or real-world
evidence, and those may become the
‘poster child’ for how all these technologies come together and empower
patients. And then slowly, they will go to
more regulated trials,” he said.
“One year from now, we’ll have all
the [active pharmaceutical ingredient
manufacturers], health systems and EHR

vendors completely certified by June —
they have to do it for the 21st Century
Cures Act — which means patients will
have ability to actually get access to
records, including labs. In three years,
we’ll actually have a framework where the
patients will actually be using it. We can
predict the trend is in the right direction
toward decentralization, but we all agree
we are not there yet. Even if the technology is completely there, there will be many
specific scenarios, especially for regulated
FDA trials, where complete virtualization
and complete decentralization should not
be the goal. Making it effective, efficient
and patient-centric should be the goal
and the North Star,” Atreja said.

Demographics of Trial Participation
Sex
Distribution

Race
Distribution
7%

51%

49%

5% 1%

11%

Age
Distribution

31%
76%

Ethnicity
Distribution
20%

13%

69%
67%

Male
Female

White
Asian
Black or
African American
Other
American Indian
or Alaska Native

< 65 Years
> 65 Years

Hispanic or Latino
Not Hispanic
or Latino
Missing

Source: FDA 2015-2019 Drug Trials Snapshots Report

the U.S. population, a figure that includes
some Latinos, which the U.S. Census
Bureau classifies as an “ethnicity” and not a
racial group.
In other notable findings:
} Between 39 percent and 58 percent
of all approvals over the five-year period
were for drugs treating rare diseases.
} Cardiovascular diseases accounted
for the largest number of trials, followed

in second place by endocrinology and
metabolism, and by oncology and
hematology in third place.
} The majority of trial participants were
younger than 65 years of age. On average,
participants in the U.S. tended to be
younger than those in the rest of the
world.
Read the full Drug Trials Snapshots
report here: https://bit.ly/3kvjpX1.
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Guidance on Trial Diversity
(continued from page 1)

this new guidance are not new ideas, this
is the first time the FDA has laid them out
in a final guidance for the industry, giving
trial sponsors and sites confidence that
they have regulatory support for efforts to
expand trial inclusion.
“Many of the recommendations have
been introduced and discussed elsewhere,” says Tufts Center for the Study of
Drug Development (CSDD) Deputy Director Ken Getz. “Still, the FDA’s guidance signals the agency’s desire to be part of the
solution; to encourage and collaborate
with clinical research sponsors in improving participant demographic subgroup
representation.”
Recommendations in the new guidance focus on increasing diversity by
loosening trial eligibility criteria, reducing
barriers to trial participation, and increasing community and patient outreach.
The agency is right to point out these
ideas from the regulatory perspective,
says Steve Smith, WCG Clinical’s president
of patient advocacy. The guidance is the
latest in the FDA’s efforts over the past
decade to promote trial diversity. “It’s not
letting its foot off the gas,” Smith says.
The final version of the guidance, which
was released in draft form in June 2019
and drew 90 public comments, includes
three new suggestions for increasing trial
inclusiveness: using real-world data, such
as insurance claims and electronic health
records, to identify appropriately diverse
populations; using online/social media
recruitment strategies to reach participants who don’t have access to a traditional referral center; and using electronic
informed consent to allow participants to
read and sign forms remotely.
In acknowledgement of practices that
have proven useful during the COVID-19
pandemic, the guidance encourages trials
to reduce barriers to trial participation
© 2020 CenterWatch

“The FDA’s guidance signals
the agency’s desire to be
part of the solution.”
—Ken Getz, deputy director, Tufts Center
for the Study of Drug Development
by modifying study visit schedules or
reducing the frequency of visits, using
electronic communication or digital
health technology and using mobile
medical professionals, such as nurses and
phlebotomists, to provide trial services
locally.
Community and patient outreach
efforts could include incorporating advocacy groups, medical associations and
other stakeholders in trial design; and fostering community engagement through
focus groups, community advisory boards
and community-based research.
The agency recommends reimbursing trial participants for expenses, such
as for travel and lodging. Payment for
participating in research may be allowed
at the discretion of the trial’s IRB, such as
for the participant’s time, inconvenience
or discomfort.
These and other measures can help
the industry move beyond some common
roadblocks, which, according to the Association of Clinical Research Professionals, include lack of awareness, logistics,
mistrust, lack of diversity among the research and clinical professionals, research
not being conducted in the community,
disconnect between researchers and the
community, limited access to specialty
centers that refer patients to clinical trials,
minorities not being as willing to participate in research, and fear of exploitation
in clinical research.
A recent study from the CSDD found
that clinical trial participation among
Blacks and African Americans — who

make up 13.4 percent of the U.S. population — was only 5.4 percent between
2007 and 2017 (CenterWatch Weekly, Nov.
2). And statistics from the FDA’s recently
released 2015-2019 Drug Trials Snapshots Report show that Blacks/African
Americans made up only 7 percent of
participants in FDA-regulated trials in the
five-year period examined.
Although 18 percent of the U.S.
population identifies as Latinx, that group
represented only 7.2 percent of trial
participants in the CSDD study. The group
fared better in the FDA report, however,
which showed it accounted for 13 percent
of participants from 2015 to 2019.
To broaden trials, the guidance says,
sponsors should eliminate or modify eligibility criteria that unnecessarily exclude
specific populations, such as patients with
organ dysfunction, comorbid conditions
and disabilities. Sponsors that usually use
the same criteria for phase 2 and phase
3 studies, the FDA says, could consider
relaxing the restrictive criteria used in
phase 2 studies, opening the door to
more inclusive phase 3 criteria.
Other recommendations include using adaptive trial designs that allow for
the expansion of the participant pool as
the trial proceeds; characterizing drug
metabolism in certain populations early
in the clinical development process; and
considering broader inclusion of pediatric
arms early in trial planning.
The guidance also addresses recruitment challenges of rare disease trials,
suggesting sponsors increase their
participant pools through such efforts
as re-enrolling early-phase trial participants into later-phase randomized trials.
Sponsors could make rare-disease trials
more attractive by establishing extension
studies that guarantee the investigational
treatment will be made available to all
participants, including those who may
continues on next page
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have received a placebo in the main trial.
The rare disease community is also an
underserved population, Smith points out,
saying that before the implementation of
the Orphan Drug Act in 1983, it was in the
same position minority groups are now. The
rare disease community has been telling
the FDA for two decades that more inclusive
trial criteria are needed, he says, and the
effort is paying off. “It’s called regulatory
flexibility, and they’re getting it,” he says.
The guidance also refers to diversity by
age of participant, focusing primarily on

involvement of children in nonpediatric
studies, but representation of the elderly in
trials outside of geriatric studies also is an
issue. The agency’s snapshots report shows
than only one-third of trials included
participants over age 65. Many of the same
barriers that block minority participation
also affect older populations, the guidance
says, such as access to transportation. And
comorbidities in older adults could lead to
their exclusion from some trials.
In general, there are no major points of
controversy in the guidance, says Angela
Branche, assistant professor at the University of Rochester Medical Center, but

no real innovations either. “I don’t think
it adds much to what has already been
pretty well understood,” Branche says.
“It’s important that this guidance
be specific in detailing that a particular
group should not have to endure a higher
proportion of the risk,” she says.
Smith agrees that there is always more
that can be done. But the responsibility isn’t all on the agency’s shoulders,
he points out. Increasing trial diversity
requires a collaboration among the FDA,
the industry, patients and biostatisticians.
Read the final guidance here: https://
bit.ly/2UvxSY5.

Find the Best Way to Ensure Your
Spreadsheets Are Validated
Spreadsheet Validation
Tools and Techniques to Make Data
in Excel Compliant

With this updated management report, you’ll discover how to move a
spreadsheet toward validation with the FDA, determining the best ways
to conform with data integrity requirements and uncovering what FDA
inspectors are looking for in a validated data analysis and reporting tool.

LEARN MORE: www.centerwatch.com/fsv20 sales@centerwatch.com 617.948.5100

Where can clinical trial professionals
turn to for practical, useful and easily
accessible training?
Train your entire staff to ANCC standards with a
site-wide subscription to Research Practitioner.
With a site-wide subscription to Research Practitioner, your
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and operational strategies that affect their day-to-day jobs.
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Join the KMR Group
Vaccines R&D and
Clinical Benchmarking Study
Gain Competitive Advantage
Through Comparative Performance Assessment

The premier source of benchmarking data for vaccines, the 2020 KMR Group Study features the
world’s leading global vaccines developers and provides them access to overall development KPIs
and trial-specific metrics.
By participating in the study, you will gain access to:
• Critical information on vaccine investments and productivity
• Vaccine success rates and variation by disease
• Portfolio and trial cycle times by Phase and key processes
• …and more.
Join the other biopharmaceutical companies who have already taken advantage of this intelligence.
To learn more about this valuable resource, visit: kmrgroup.com/vaccines.
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Drug & Device Pipeline News
Company
Drug/Device
COVID-19 Trials and Actions
Senhwa Biosciences silmitasertib
and Center for
Advanced Research
and Education
Corvus
CPI-006
Pharmaceuticals
INmune Bio
Quellor
Sagent
Pharmaceuticals
Medicago and
GlaxoSmithKline

AbCellera and
Eli Lilly

Camostat Mesilate
Coronavirus-Like
Particle COVID-19
vaccine candidate
(CoVLP)
bamlanivimab
(LY-CoV555)

GenScript

cPass SARS-CoV-2
Neutralization
Antibody
Detection Kit
Other Trials and Actions
Axovant Gene
AXO-AAV-GM2
Therapies
gene therapy
Oryzon Genomics
vafidemstat

7 Hills Pharma

7HP349

American Gene
Technology
Edgewise
Therapeutics
MaaT Pharma

AGT103-T

Pierre Fabre

W0180

Seres Therapeutics

SER-301

Lineage Cell
Therapeutics

OpRegen

Rallybio

RLYB211

EDG-5506
MaaT033

Medical Condition

Status

Sponsor Contact

patients with moderate COVID-19 IND approved by the FDA

senhwabiosciences.com

hospitalized patients
with COVID-19
pulmonary complications
from COVID-19
COVID-19 in high-risk outpatients

patient enrollment
complete in phase 1 trial
first patient dosed
in phase 2 trial
initiation of phase 2 trial

corvuspharma.com

COVID-19

initiation of phase 2/3 trial

medicago.com
gsk.com

mild-to-moderate COVID-19 in
adults and pediatric patients 12
years and older with a positive
COVID-19 test, who are at high
risk for progressing to severe
COVID-19 and/or hospitalization
detection of SARS-CoV-2
neutralizing antibodies

Emergency Use Authorization abcellera.com
(EUA) granted by the FDA
lilly.com

EUA granted by the FDA

genscript.com

Tay-Sachs disease and
Sandhoff disease
borderline personality disorder

IND approved by the FDA

axovant.com

inmunebio.com
sagentpharma.com

clinical trial approval granted
by Spanish Drug Agency for
phase 2b trial
immunostimulant to improve the first patients dosed in
effectiveness of immunotherapies phase 1 trial
HIV
first patient enrolled in
phase 1 trial
Becker muscular dystrophy
initiation of phase 1 trial

oryzon.com

patients with acute myeloid
leukemia or high-risk
myelodysplastic syndrome
following intensive chemotherapy
relapsed or refractory solid
tumors
active mild-to-moderate
ulcerative colitis
dry age-related macular
degeneration with
geographic atrophy
prevention of fetal and neonatal
alloimmune thrombocytopenia

first patient dosed in
phase 1 trial

maat-pharma.com

initiation of phase 1 trial

pierre-fabre.com

first patient dosed in
phase 1b trial
patient enrollment complete
in phase 1/2 trial

serestherapeutics.com

first patients dosed in
phase 1/2 trial

rallybio.com

7hillspharma.com
americangene.com
edgewisetx.com

lineagecell.com

continues on next page
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Drug & Device Pipeline News
Company
Gyroscope
Therapeutics

Drug/Device
GT005

Hepion
Pharmaceuticals
Amylyx
Pharmaceuticals
BioMarin

CRV431

BioMarin

vosoritide

Entera Bio

EB613

PDS Biotechnology
and Merck

PDS0101 and
Keytruda
(pembrolizumab)
MK-4830 and
Keytruda
LUM-201

Merck
Lumos Pharma
AM Pharma BV

AMX0035
vosoritide

recombinant
human Alkaline
Phosphatase

Asieris
APL-1702 (Cevira)
Pharmaceuticals
Cynata Therapeutics CYP-004
Madrigal
resmetirom
Pharmaceuticals
Mitsubishi Tanabe
Pharma
Nevakar

edaravone
(MT-1186) oral
suspension
NVK-002

OncoQuest
Pharmaceuticals

oregovomab

ReGenTree

0.1% RGN-259 eye
drops
IO-202

Immune-Onc
Therapeutics
AMO Pharma

AMO-02

(continued from page 13)

Medical Condition
geographic atrophy secondary
to dry age-related macular
degeneration
nonalcoholic steatohepatitis
(NASH)
Alzheimer's disease
infants with achondroplasia at
risk of requiring cervicomedullary
decompression surgery to
alleviate compression at the
foramen magnum
children with certain genetic
forms of short stature
postmenopausal females with
osteoporosis
HPV16-positive head and neck
cancer that has returned or spread

Status
first patient dosed in
phase 2 trial

Sponsor Contact
gyroscopetx.com

enrollment in first dose cohort hepionpharma.com
of phase 2 trial complete
last patient visit complete
amylyx.com
in phase 2 trial
first patient enrolled in
biomarin.com
phase 2 trial

first patients enrolled in
phase 2 trial
patient enrollment complete
in phase 2 trial
initiation of phase 2 trial

biomarin.com

PD-L1-positive advanced
nonsmall-cell lung cancer
pediatric growth hormone
deficiency
sepsis-associated acute kidney
injury, patients with moderate
chronic kidney disease and
patients with COVID-19
high-grade squamous
intraepithelial lesions
osteoarthritis
patients with presumed NASH
who are diagnosed using
noninvasive assessments
amyotrophic lateral sclerosis

initiation of phase 2 trial

merck.com

initiation of phase 2b trial

lumos-pharma.com

first patient enrolled in
phase 3 trial

am-pharma.com

first patient enrolled in
phase 3 trial
initiation of phase 3 trial
patient enrollment complete
in phase 3 trial

asieris.com

patient enrollment complete
in phase 3 trial

mt-pharma-america.com

to slow the progression
of myopia in children

first patient completed
three-year enrollment in
phase 3 trial
first patients dosed in
the U.S. in phase 3 trial

nevakar.com

last patient, last visit
complete in phase 3 trial
Orphan Drug designation
granted by the FDA
Rare Pediatric Disease
designation granted
by the FDA

regentreellc.com

newly diagnosed patients with
advanced epithelial ovarian,
fallopian tube or peritoneal
carcinoma
dry eye syndrome
acute myeloid leukemia
congenital myotonic dystrophy

enterabio.com
pdsbiotech.com
merck.com

cynata.com
madrigalpharma.com

oncoquestinc.com

immune-onc.com
amo-pharma.com
continues on next page
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Drug & Device Pipeline News
Company
Surface Oncology

Drug/Device
SRF388

Angiocrine
Biosciences

AB-205

NightWare

NightWare
therapeutic
platform

Sedor
Pharmaceuticals

Sesquient
(fosphenytoin
sodium for
injection)
SUTAB (sodium
colonoscopy preparation
sulfate, magnesium
sulfate, and
potassium chloride)
tablets

Sebela
Pharmaceuticals

(continued from page 14)

Medical Condition
patients with previously treated
hepatocellular carcinoma
the treatment of organ vascular
niche injuries to prevent or reduce
severe regimen-related toxicities in
patients with Hodgkin lymphoma
and nonHodgkin lymphoma
undergoing high-dose therapy and
autologous hematopoietic stem
cell transplantation
temporary reduction of sleep
disturbance related to nightmares
in adults 22 years or older who
suffer from nightmare disorder or
have nightmares from PTSD
status epilepticus in adult and
pediatric patients

Status
Fast-Track designation
granted by the FDA
Regenerative Medicine
Advanced Therapy
designation granted
by the FDA

Sponsor Contact
surfaceoncology.com

approved by the FDA

nightware.com

approved by the FDA

sedorpharmaceuticals.com

approved by the FDA

sebelapharma.com

angiocrinebio.com

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

Learn more at www.centerwatch.com/cratrainer
© 2020 CenterWatch
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The Source for Clinical Research
Jobs and Career Resources

Twice monthly, CWWeekly provides featured listings of clinical research job openings, upcoming
industry conferences and educational programs from JobWatch, CenterWatch’s online
recruitment website for both clinical research employers and professionals.
Jobs via Kelly Services
Remote Clinical Evidence Specialist
Portland, OR

Clinical Contract Specialist
Foster City, CA

Contract In-House CRA - Remote in CA
Irvine, CA

Process Development and Manufacturing III
Palo Alto, CA

Clinical Trials Office Director
Shreveport, LA

Clinical Protocol Coordinator - NIH
Bethesda, MD

Clinical Trial Assistant
Foster City, CA

Recruiter Assistant
Farmington Hills, MI

Medical Lab Technicians (Direct Hire)
Shreveport, LA

Cytogenetic Technologist
Morrisville, NC

Clinical Data Analyst II (CDA II)
North Chicago, IL

Regulatory Affairs II (Reg II)
Lenexa, KS

Clinical Supply Chain Project Manager
West Chester, PA

Histotechnologist
Richmond, IL

Clinical Lab Scientist
Baton Rouge, LA

Laboratory Technician
Longmont, CO
[ V IE W AL L KEL LY S ER V ICE S J O BS ]

More Jobs
Lead Clinical Research Coordinator
Center for Clinical and Cosmetic Research
Aventura, FL

Biostatistician
WCG ACI Clinical
Bala Cynwyd, PA

Clinical Research - Data Processor
WCG IRB
Puyallup, WA

IT Project Manager
WCG ePharmaSolutions
Plymouth Meeting, PA

IRB Medical Board Chair/Vice-Chair
WCG IRB
Cary, NC

Clinical Research Analyst
WCG PharmaSeek
Cary, NC

Clinical Research - Document Processor
WCG IRB
Cary, NC

Clinical Data Manager
WCG MedAvante-ProPhase
Hamilton, NJ

Director, Business Development
WCG MedAvante-ProPhase
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Upcoming Event Highlights
Webinars
N O V E B M E R 17, 2020

Vendor Oversight: Ensuring
Regulatory Compliance by
Assessing Study Risks
1:00 p.m. — 2:00 p.m. EST
N O V E M B E R 18, 2020

Statistical Concepts in COVID-19
Clinical Studies: Understanding
the Design of and Data from
Randomized Trials

2:00 p.m. — 3:00 p.m. EST
D E C E M B E R 2, 2020

Clinical Trial Risk
Management in the
Post-COVID-19, All-Digital
World: Predictive
Transformation in Quality,
Compliance and Risk
Management
1:30 p.m. — 2:30 p.m. EST
Virtual Conference/Summit
NOVEMBER 17 — NOVEMBER 18, 2020

15th Annual FDA Inspections
vSummit
So much has changed since
last year’s summit that it
sometimes feels difficult to
keep up. You’ll receive vital
information from current
and former FDA officials and
industry experts aimed at your
inspection-readiness.
DECEMBER 1 AND DECEMBER 3, 2020

Data Integrity for GCP
Professionals: Core Requirements,
Expectations and Challenges

An interactive virtual workshop
that 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.
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