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Technology Innovations Most Likely to Carry
Over to Postpandemic Era, Poll Shows
By Charlie Passut

A

s clinical trial professionals
prepare for postpandemic operations, they see technology adoptions and hybrid protocol designs as the
innovations most likely to be continued
after the crisis ends.
“Anyone watching the clinical trial
industry over the past year can see the
changes to protocol designs, patient
monitoring, auditing and even some of
the endpoints for trials,” said Jill Johnston,
president of Study Planning and Site
Optimization for WCG, during the opening panel at the MAGI Clinical Research
vConference last week. “One result of the
pandemic is that organizations are beginning to embrace more resilient and often

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

digitally enabled endpoints that support
options for remote participation.”
Johnson led the conference’s keynote
session during which attendees were asked
to participate in a four-question poll. In the
first question, 77 percent of respondents
said they were moderately or highly confident that changes made to trials during the
pandemic will continue.
Panelist Kathryn King, senior vice
president for clinical development at
Aptinyx, remarked at how quickly the
barriers to enacting changes to traditional
trials — both real and perceived — fell
once the pandemic hit. “There weren’t any
other options in terms of how we were
going to keep going,” she said. “A lot of the
see Technology Innovations on page 6
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FDA Issues First-Ever Rebuke to Sponsor for
Failing to Submit ClinicalTrials.gov Info
By Charlie Passut

F

or the first time ever, the FDA has
threatened enforcement and fines
against a sponsor for failing to
submit trial results to ClinicalTrials.gov by
required deadlines.
The FDA notified Acceleron Pharma on
April 27 that it must post the trial results
in the next 30 days or face fines that could
total $12,316 per day. The company said it
would comply with the order and will post
its phase 2 trial results for its cancer drug
dalantercept. Acceleron discontinued the
trial in July 2017.
“It’s very clear from FDA’s enforcement
efforts that it is serious about requiring
companies to keep their entries in the clinical trials database up to date,” said Wayne
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Some Improvement in Sponsor-Site
Relationship But More Needed, Survey Says

R EGISTER

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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Pines, senior director at consulting firm
APCO Worldwide. “I would expect additional
notices of noncompliance in situations
where companies fail to post information in
a timely way.”
The FDA’s action against Acceleron was
taken more than eight months after the
agency first warned the company that it was
facing possible enforcement action in a July
20, 2020, letter. The agency also disclosed
on Wednesday that it has sent more than 40
such warnings to date to other sponsors, encouraging them to comply with ClinicalTrials.gov requirements. The agency declined
to elaborate on the status of those warnings.
“FDA contacted Acceleron on multiple
occasions to encourage the firm to submit
see First-Ever Rebuke on page 8
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COVID-19 Update
COVID-19 Drug Research
Roundup
COVID-19 Therapies:
TRV027, a novel AT1 receptor-selective
agonist developed by clinical stage biopharmaceutical company Trevena, has been
selected to become part of an international
phase 2/3 COVID-19 trial. The primary Randomized, Embedded, Multifactorial, Adaptive Platform Trial for Community-Acquired
Pneumonia (REMAP-CAP) is a multisite
adaptive trial conducted by a global network
of institutions, research facilities and clinicians. The trial is currently evaluating several
drugs to identify effective treatments that
can reduce mortality, minimize intensive
care unit admissions and reduce morbidity in patients with severe COVID-19. In the
phase 2/3 REMAP-CAP COVID-19 ACE2 RAS
Modulation Domain trial, researchers will
specifically examine treatments targeting
the renin-angiotensin system (RAS). Study
investigators will examine if RAS modulation averts multiorgan failure and reduces
mortality in hospitalized patients infected
with the novel coronavirus. Up to four active
treatments have been included in the study
protocol. Between 200 and 300 participants
will be enrolled in each treatment arm. In
the TRV027 group, participants will be given
the candidate alongside an ACE inhibitor.
Patients have started to enroll in the
National Institutes of Health’s (NIH) phase
2/3 ACTIV-2 trial, which is investigating SAB
Biotherapeutics’ SAB-185. The company’s
novel SAB-185 candidate will be administered to nonhospitalized patients with
mild or moderate COVID-19. Preclinical
studies show SAB-185 can neutralize live
SARS-CoV-2, the coronavirus responsible
for COVID-19, at titers higher than that seen
with convalescent plasma. This part of the
ACTIV-2 master protocol will allow investigators to assess SAB-185 in a small group of
nonhospitalized patients before the therapy
is progressed to a larger population. A total
of 110 patients with mild or moderate COCopyright © 2021 by WCG CenterWatch

VID-19 who are at risk for disease progression will be enrolled in the blinded phase 2
study. Participants in the initial trial will be
randomized to either intravenous SAB185, another treatment or placebo. If the
investigational agent shows promise and
is not associated with any safety concerns,
it will then progress into phase 3 testing.
The phase 3 trial will enroll 421 additional
patients in the active treatment group and
another 421 patients in the placebo arm.
Other treatments that will be assessed in this
study include Brii Biosciences’ antibodies
BRII-196 and BRII-198, Synairgen’s SNG001,
AstraZeneca’s AZD7442 and Sagent Pharmaceuticals’ Camostat mesilate.
The NIH’s new ACTIVE-3 Critical Care trial
has started enrolling hospitalized patients
with life-threatening COVID-19, including
patients who have developed acute respiratory failure. The randomized, placebocontrolled trial will start by investigating the
efficacy and safety of Zyesami, a therapy
from NeuroRx consisting of aviptadil acetate, as well as Gilead Sciences’ remdesivir.
Both therapies will be tested in combination
or alone in a group of hospitalized patients
with COVID-19 and Acute Respiratory
Distress Syndrome (ARDS). Currently, the
investigators plan to enroll an initial cohort
of 40 patients at sites across the U.S. A larger
group of patients will be enrolled if no safety
concerns are found in the initial cohort. Several sub-studies are currently in the works
for the ACTIVE-3 Critical Care trial. Each of
these sub-studies will enroll up to 620 participants, all of whom will be randomized to
either an investigational agent or placebo.
Relief Therapeutics and AdVita Lifescience are teaming up in a new phase 2
trial to investigate whether Relief’s inhaled
RLF-100 (aviptadil) can prevent COVID19-related ARDS. RLF-100 is a synthetic
vasoactive intestinal peptide that is currently
being developed by NeuroRx under the
brand name Zyesami. The new randomized
phase 2 trial plans to enroll 80 Swiss patients

with COVID-19. Patients will be randomly
assigned to either RLF-100 or placebo in
addition to standard of care. Researchers will
investigate the time it takes for patients to
show clinical improvement from the point of
hospitalization. The limit set for this primary
endpoint is 28 days. The first patient has already been enrolled in the study. Relief says
that it expects to initiate another European
phase 2 dose-finding study of inhaled RLF100 in patients with pulmonary sarcoidosis.
Austria’s Marinomed Biotech says its
seaweed-based sulfated polymer therapy,
Carragelose, was able to inactivate emerging
and rapidly spreading SARS-CoV2 variants in
recent tests. The in vitro tests involved four
lentiviruses pseudotyped with the wild-type
SARS-CoV-2 spike protein or one of the
three highly infectious COVID-19 variants
(B.1.1.7, B1.351 and P1). In the in vitro study,
Carragelose effectively inactivated all four
forms of the virus at concentrations well
below 5 µg/ml. According to the company,
the nasal sprays that contain Carragelose
feature a drug concentration of 1.2 mg/ml,
which is a dose that’s approximately 200fold higher than that shown to be effective
in these new in vitro tests. The therapy also
demonstrated similar efficacy against the
B1.1.7 and B1.351 variants in independent
testing conducted at a virological institute of
the University Hospital Erlangen in Germany.
Marinomed plans to soon publish the data
from these tests in a peer-reviewed journal.
COVID-19 Vaccines:
Biotechnology company INOVIO is planning to launch a phase 3 study of INO-4800,
its COVID-19 vaccine candidate, which will
be conducted outside the U.S. The decision
to conduct trial outside the U.S. comes after
the Department of Defense (DoD) announced it was going to discontinue funding for the company’s phase 3 trial, given the
increasing availability of other authorized
COVID-19 vaccines. Ultimately, the DoD
decision is reportedly not a reflection of the
continues on next page
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COVID-19 Update
available clinical trial data on the vaccine.
While previous study data show INO-4800
may be effective against some COVID-19
variants, these findings did not stop the U.S.
government from withdrawing its financial
support for the company’s late-stage trial.
The DoD will continue to provide funding
for INOVIO’s phase 2 segment of a INO-4800
trial. In conjunction with the ex-U.S. trial,
INOVIO will continue to assess INO-4802,
the company’s pan-COVID variant vaccine,
against current and future coronavirus variants. Additionally, future studies will evaluate the boosting capabilities of INO-4800.
Biological E. says it plans to launch a
phase 3 trial of a COVID-19 subunit vaccine
candidate after an expert committee of
India’s drug regulator approved the study.
The Indian vaccine features an antigen developed by scientists at the Texas Children’s Hospital Center for Vaccine Development. Also,

Billing Sponsors for Site
Expenses
How to Budget, Handle and Track Payments

3 of 12

(continued from page 2)
the vaccine candidate contains CpG 1018TM,
an advanced adjuvant from Dynavax
Technologies. Prior data from a phase 1/2
study show the vaccine is safe, well-tolerated
and immunogenetic. The new late-stage trial
will be conducted across 15 sites in India and
will evaluate the immunogenicity and safety

of the vaccine. Researchers will also look to
determine if the vaccine protects against
COVID-19. Approximately 1,268 healthy participants between 18 and 80 years of age will
be enrolled. According to Biological E., this
study will be part of a larger phase 3 study
conducted across sites in other countries.

Data Point
Strategies for Increasing Staff Resources
-

Source: WCG Knowledge BaseTM

Your site can’t afford to
walk away from hundreds
of thousands of dollars of
uncollected revenue.
Order your copy today!

This management report presents best practices for billing, collecting and auditing payments, including:
1. Discovering how to do a financial review of studies 3. Assessing how to minimize co-mingling of trial
both open and in closeout to spot funds that need
funding with operational expenses
to be recovered
4. Determining how to create a discrepancy report for
2. Identifying language to use and points to include
each study that you can share with the sponsor
in a clinical trial agreement to ensure the study
5. Mastering how often to conduct a financial audit
sponsor/CRO knows exactly what they will be
and what events might trigger an audit outside the
paying for
regular schedule
Learn more: www.centerwatch.com/bsse
Copyright © 2021 by WCG CenterWatch
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Industry Briefs
EU Regulators Explain Impact
of New Medical Device
Regulation on Trials
New guidance from the EU tells sites and
sponsors of medical device trials how to
communicate with regulators about trial
progress, submit safety reports, request
permission for protocol amendments and
draft trial summary reports under the new
Medical Device Regulation (MDR) scheduled
to take effect on May 26.
The 19-page document from the
union’s Medical Device Coordination
Group (MDCG) answers such questions as
whether sponsors of trials conducted in
one or more EU member states need to
notify regulators of the end of the trial in
each country.
A change to the investigational device
would be considered a trial amendment in
most cases, the guidance says, and would
not require submission of a new applica-

tion to regulators, but member states may
decide this on a case-by-case basis.
Because the long-delayed EU’s clinical
trial registry, Eudamed, will not yet be functional when the MDR takes effect, MDCG directs sponsors to register their trials initially
with their national regulatory bodies, known
as National Competent Authorities.
Clinical trials that started before the MDR
takes effect may continue to be conducted,
but EU member states must be notified in
the event of a serious adverse event (SAE) or
any device deficiencies occurring once the
MDR takes effect.
Read the document here: https://bit.ly/3
gNGYvV.

CDISC, NORD to Develop
Data Standards for Rare
Disease Trials
Two nonprofits are partnering to develop
global data standards for rare disease trials

that will give sponsors and sites guidance on
collecting and analyzing data on such things
as a patient’s medical history, the dosing of
investigational drugs and, in cancer trials,
the types of tumors being targeted.
The Clinical Data Interchange Standards
Consortium (CDISC) is teaming up with the
National Organization for Rare Disorders
(NORD) and will release the standards in
a therapeutic area user guide, adding it to
CDISC’s library of data standards for more
than 40 other therapeutic areas.
CDISC said it anticipates that a draft standard will be available for public review by
year’s end, and the final standard published
in the first quarter of next year.
Last month, CDISC published a supplement that expanded its existing trial data
standards to help sites reduce duplication
when reporting on adverse events to sponsors and regulators (CenterWatch Weekly,
April 26, 2021).

VIRTUAL WORKSHOP

Effective Root Cause Analysis and CAPA
Investigations for the Life Sciences
Tuesday, June 22 - Thursday, June 24, 2021
Presented by WCG FDAnews and ValSource Learning Solution
If you conduct, review or approve investigations in product development, quality assurance, laboratories,
operations, technical services, or maintenance/engineering, this virtual workshop is a must.

Learn more at www.fdanews.com/CAPA
Copyright © 2021 by WCG CenterWatch
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Up and Coming
This feature highlights changes in clinical
trial organizations’ personnel.

the chief medical officer of Edgewise
Therapeutics.

Antares Pharma

Evgen

Antares Pharma has hired Peter Richardson to take on the roles of executive vice
president of R&D and chief medical officer.
Richardson previously served as the chief
medical officer at Adare Pharmaceuticals.

Evgen has hired Glen Clack to take on the
role of chief medical officer. Clack previously served as the chief medical officer of
Modulus Oncology.

Antios Therapeutics
Antios Therapeutics has appointed Katie
Laessig to senior vice president of global
regulatory affairs. Laessig previously served
as vice president of therapeutic strategy and
strategic drug development at IQVIA. Antios
has also named Karen Fusaro as senior vice
president of clinical operations. Fusaro was
most recently vice president of clinical and
regulatory operations at Melinta Therapeutics.

Fountain Therapeutics
William Greene has been named CEO of
Fountain Therapeutics. Greene is currently
the CEO of Iconic Therapeutics and will
retain this role while leading Fountain.

Graphite Bio
Graphite Bio has appointed Jane Grogan to chief scientific officer. Previously,
Grogan served as chief scientific officer at
ArsenalBio.

Bantam Pharmaceutical

GT Biopharma

Michael Stocum has been named president
and CEO of Bantam Pharmaceutical. Stocum
is the former CEO of Inivata Limited.

Gregory Berk has been named chief
medical officer of GT Biopharma. Berk most
recently served as chief medical officer at
Celularity. GT Biopharma has also appointed
Jeffrey Miller, the company’s consulting
chief medical officer, to consulting chief
scientific officer.

Celyad Oncology
Charles Morris has been appointed chief
medical officer of Celyad Oncology. Most recently, Morris served as chief medical officer
of Radius Health.

CohBar
Joseph Sarret has taken over as CEO of
CohBar. Sarret was formerly the chief business officer at Corium International.

Cytovia Therapeutics
Cytovia Therapeutics has appointed Stanley
Frankel to chief medical officer. Previously,
Frankel served as senior vice president of
cellular therapy development at Bristol Myers Squibb.

Edgewise Therapeutics
Joanne Donovan, former chief medical
officer at Catabasis, has been named
Copyright © 2021 by WCG CenterWatch

Kinarus AG
Kinarus AG has appointed Thierry
Fumeaux to chief medical officer. Fumeaux
is a former member of the Swiss National
COVID Taskforce.

Lonza
Lonza has named Jennifer Cannon senior
vice president and global head of the CDMO’s
mammalian biologics business. Cannon most
recently served as AbbVie’s vice president of
operations of commercial development.

Nimbus Therapeutics
Nimbus Therapeutics has hired Avinash
Phadke as vice president of chemistry,
manufacturing and controls (CMC), Bhaskar
Srivastava as vice president of early clinical
development and Ajay Upadhyay as vice
president of clinical operations. Phadke was
most recently vice president and head of
CMC at Achillion Pharmaceuticals, while Srivastava previously served as Janssen’s senior
director of early development for translational science and medicine in immunology.
Upadhyay recently served as president at the
consulting firm October Global Solutions.

Q-State Biosciences

Brian Zhang has taken the helm of Himalaya Therapeutics as its newest CEO. Previously, Zhang established and led a bioinformatics group at Hoffmann-La Roche.

Graham Dempsey has been named chief
scientific officer and head of research
and development at Q-State Biosciences.
Dempsey has been with Q-State since 2014,
most recently serving as the organization’s
vice president of research and development.

Homology Medicines

Replimune

Tim Kelly has been promoted from chief
technical operations officer to chief operating officer at Homology Medicines.

Replimune has hired Sushil Patel to take
on the chief commercial officer role. Patel is
a former Genentech executive who headed
the head, lung and rare cancers unit.

Himalaya Therapeutics

January Therapeutics
Daniel Maneval, former vice president of
research and nonclinical development at
Halozyme Therapeutics, has been named
the new chief scientific officer at January
Therapeutics.

Shoreline Biosciences
William Sandborn, a professor of medicine
at the University of California, San Diego, has
been named the new chief medical officer of
Shoreline Biosciences.
CWW2518
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Features
Technology Innovations
(continued from page 1)

things that got put in the way previously
just fell to the wayside. It wasn’t a matter
of change agents finding ways over or
around them.”
Now it’s a matter of keeping up the
momentum, King said. “We have to carry
forward. The ability to fail and learn
something, the ability to keep going
even when it’s challenging, the ability
to celebrate successes and carry those
successes forward — that’s what we have
to do.”
In the poll’s second question, respondents said technology adoption is
the top activity most likely to continue
postpandemic though that was closely
followed by protocol designs with more
hybrid visit options.
“We often joke that [the clinical trials
enterprise] is a bit of a Frankenstein
right now,” said Karri Venn, president for
research at LMC Manna Research. “We’re
deploying different technologies and
piecing it together to benefit patients
the most, but to also make it userfriendly for [site] staff. We want to make

sure that we’re having some optimization
when we deploy technology in clinical
trials, so we definitely have a lot of work
to go through.”
In the poll’s third question, respondents
said the top challenge confronting decentralized trials is changes required to standard
procedures and processes.
Much like the struggle to understand
how to use real-world data in clinical trials, the best uses of decentralization

will take a while to iron out, Venn said.
“But getting to specific endpoints, not
just collecting a lot of data, and what
you do with that data, is going to be
important. There’s a world of opportunity here.”
On the fourth poll question, respondents
said greater participation in clinical trials and
reduced costs were the top two benefits of
decentralized trials.
see Technology Innovations on page 7

»

How confident are you that some of the changes as a result of
COVID-19 will remain after the pandemic subsides?
60%
57%

50%
40%
30%
20%

23%

20%

10%
0%

0%

Highly confident

Moderately confident

Slightly confident

Not confident

Total number of responses=162

Source: 2021 MAGI vConference

What do you see as the activity that is most likely to stick as we continue to a more normal state?
Technology adoption

34%

Protocol designs with more hybrid visit options

32%

Decentralized clinical trials

26%

Regulators' flexibility and adaptability

8%

0%
Total number of responses=50

Copyright © 2021 by WCG CenterWatch
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Features
Technology Innovations

come with making such a change. “We’ve
deployed a 100 percent paperless system
and that came with cost, both with the
actual technology itself … as well as the
teams that we had to kind of create to
implement the change.”

(continued from page 6)

Venn acknowledged that replacing a
traditional study with a completely virtual
study would save on some costs. But,
she said, there are additional costs that

“We’re now actually coming together
with different sites that are using the
same technology to talk about workflow
optimization and best practices so that
we can see what’s the gain for the site,”
she said. “But right now, it’s debatable.”

What do you believe is the biggest challenge facing decentralized clinical trials?
Changes required to standard procedures and processes

25%

More complexity to be a study site

21%

Unclear regulatory acceptance

13%

Change management

13%

More complexity to be a trial participant

6%

Overall quality of the study data will be at risk

6%

Safety of the patient will be more at risk

6%

Cost increase is a risk

6%

Ability of investigators to perform their duties

More study staff will be needed to run the trial

3%

1%

0%

5%

10%

15%

20%

25%

Total number of responses=152

30%

Source: 2021 MAGI vConference

What do you see as the main benefit of decentralized clinical trials?
Greater participation in clinical trials

20%

Reduces trial costs

20%

Allows for different study designs

16%

Improved access to suitable trial participants

12%

Less complexity in running studies at sites

10%

Reduces trial timelines

10%

Increased participation by sites in clinical trials

9%

Less technical complexity in using study‐related systems

1%

0%

Total number of responses=140

Copyright © 2021 by WCG CenterWatch

5%

10%

15%

20%

25%

Source: 2021 MAGI vConference

CWW2518

CenterWatch Weekly May 3, 2021

8 of 12

Features
First-Ever Rebuke
(continued from page 1)

the required clinical trial results, agency
spokesman Jeremy Kahn told CenterWatch Weekly.
The FDA put the industry on notice last
August, issuing guidance on civil money
penalties it could impose for failure to post
results to ClinicalTrials.gov (CenterWatch
Weekly, Sept. 1, 2020). Under federal regulations, the maximum penalty for violations
in a single proceeding can total up to
$12,316, but the agency is allowed to levy
an additional fine of up to $12,316 per day if
the violation is not corrected within 30 days
of receiving a noncompliance notice. The
amounts change yearly based on inflation.
“We can all agree that this one notice
of noncompliance is going to really move

“FDA contacted Acceleron
on multiple occasions
to encourage the firm to
submit the required clinical
trial results.”
—FDA spokesman Jeremy Kahn

up the chain to leadership at different
academic medical centers,” said Sarah
White, executive director of the Multi-Regional Clinical Trials Center of Brigham and
Women’s Hospital and Harvard, “and will

probably light a fire to really try to move
to more of a commitment to transparency
and at least to regulatory compliance.”
Marc Scheineson, partner with Alston &
Bird, called the FDA’s move unusual. “It looks
like the FDA is focusing on the accuracy of
these listings. I think the agency is putting
companies on notice that they have to prioritize review and keep these listings current.”
WCG Chief Compliance Officer David Forster concurred. “I’m actually glad to see them
do it. There have been lots of articles out
there over the years criticizing the FDA for
not enforcing the requirements to post data
and the results. Maybe they’re finally doing
what they said they would do all along. It’s
overdue, honestly.”
Read the FDA’s noncompliance letter
here: https://bit.ly/3u3cud9.

The CRA Trainer
An Interactive Companion to
The CRA’s Guide to Monitoring
Clinical Research.
The CRA Trainer is an 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
Copyright © 2021 by WCG CenterWatch
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Drug & Device Pipeline News
Company
Drug/Device
COVID-19 Trials and Actions
Reven Holdings
RJX
Partner Therapeutics

Brii Bioscoences

Status

high-risk COVID-19 patients

first patient dosed in phase
reven.com
1/2 trial
first patient enrolled in phase partnertx.com
2 trial

inhaled Leukine
(sargramostim, rhuGM-CSF)

treatment of nonhospitalized
COVID-19 patients at high risk
for progression to more severe
COVID-19
BRII-196 and BRII-198 treatment of ambulatory
COVID-19 patients

Cardiol Therapeutics

CardiolRx,
pharmaceutically
produced oral
cannabidiol
formulation

Atea Pharmaceuticals

AT-527

Kintor Pharmaceutical proxalutamide
Celltrion

Medical Condition

DiaTrust

Other Trials and Actions
Hillhurst
HBI-002
Biopharmaceuticals
Neoleukin
NL-201
Therapeutics
Nkarta
NKX019, NK cells
engineered with
a CD19-directed
chimeric antigen
receptor
Voyager Therapeutics VY-HTT01
Medtronic
implantable tibial
neuromodulation
device
Hope Biosciences
autologous
Stem Cell Research
adipose-derived
Foundation
mesenchymal stem
cells
Candel Therapeutics
CAN-2409 in
combination with
Opdivo (nivolumab)
ProtoKinetix
AAGP (PKX-001)
treated islet cells

cardiovascular disease (CVD)
complications in hospitalized
patients with a confirmed
diagnosis of COVID-19 and who
have pre-existing or significant
risk factors for CVD
mild or moderate COVID-19

Sponsor Contact

phase 3 portion of phase
briibio.com
2/3 trial expanding to
international trial sites
first patient enrolled in phase cardiolrx.com
2/3 trial

mild or moderate COVID-19 in
male patients
COVID-19 Ag Rapid Test

first patient dosed in phase
3 trial
first patient enrolled and
dosed in phase 3 trial
Emergency Use
Authorization (EUA) granted
by the FDA

sickle cell disease

IND approved by the FDA

hillhurstbio.com

advanced, relapsed or refractory
solid tumors
relapsed or refractory B-cell
malignancies

IND approved by the FDA

neoleukin.com

IND approved by the FDA

nkartatx.com

Huntington’s disease
bladder incontinence

Parkinson’s disease

ateapharma.com
en.kintor.com.cn
celltrion.com

IND approved by the FDA
voyagertherapeutics.com
investigational device
medtronic.com
exemption (IDE) approved by
the FDA
FDA authorization for a
hopebio.org
phase 2 trial

newly diagnosed high-grade
glioma

patient enrollment complete
in phase 1 trial

candeltx.com

type 1 diabetes

phase I trial resumed at
the University of Alberta,
Edmonton
first patient dosed in phase
1 trial
first patient dosed in phase
1/1b trial

protokinetix.com

Xencor

XmAb564

autoimmune diseases

Monopteros
Therapeutics

MPT-0118

solid tumors

xencor.com
monopterostx.com
continues on next page

Copyright © 2021 by WCG CenterWatch

»

CWW2518

CenterWatch Weekly May 3, 2021

10 of 12

Drug & Device Pipeline News
Company
Trillium Therapeutics
Alladapt
Immunotherapeutics
OBI Pharma
SWOG Cancer
Research Network
Delpor
Chemomab
Therapeutics
Angion
Vifor Pharma
Hutchison China
MediTech
ImmunityBio

Innovent Biologics

MediWound
Onconova

Protagonist
Therapeutics
Aerie Pharmaceutical
Sirnaomics
Aravive
Brickell Biotech
G1 Therapeutics

Fractyl

Akari Therapeutics

Drug/Device
TTI-622 (SIRPα-IgG4
Fc)
ADP101
OBI-3424

DLP-114, a longacting risperidone
CM-101
ANG-3777

HMPL-689

(continued from page 9)

Medical Condition
relapsed/refractory multiple
myeloma
allergy to one food or to multiple
foods
relapsed/refractory T-Cell acute
lymphoblastic leukemia/T-cell
lymphoblastic lymphoma

Status
first patient dosed in phase
1b trial
first patients dosed in phase
1/2 trial
first patient enrolled in phase
1 trial

schizophrenia maintenance

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

nonalcoholic steatohepatitis
treatment of patients at risk of
cardiac surgery associated acute
kidney injury
relapsed or refractory follicular
lymphoma and marginal zone
lymphoma
acute HIV infection

Anktiva (N-803) in
combination with
antiretroviral therapy
IBI302
active subfoveal or parafoveal
choroidal neovascularization
secondary to neovascular agerelated macular degeneration
EscharEx
enzymatic debridement agent
for chronic wounds
rigosertib
recessive dystrophic
epidermolysis bullosa-associated
locally advanced/metastatic
squamous-cell carcinoma
rusfertide (PTG-300) polycythemia vera

Sponsor Contact
trilliumtherapeutics.com
alladapt.com
obipharma.com
swog.org
delpor.com
chemomab.com
angion.com

viforpharma.com
first patient dosed in phase 2 hutch-med.com
trial in China
initiation of phase 2 trial

immunitybio.com

first patient dosed in phase
2 trial

innoventbio.com

first patient dosed in phase
2 trial
first patient dosed in phase
2 trial

mediwound.com

patient enrollment complete
in phase 2 trial
AR-15512
dry eye disease
patient enrollment complete
ophthalmic solution
in phase 2b trial
STP705
squamous-cell skin cancer
initiation of phase 2b trial
AVB-500
platinum resistant ovarian cancer first patient dosed in phase
3 trial
sofpironium bromide primary axillary hyperhidrosis
patient enrollment complete
gel
in phase 3 Cardigan I study
Cosela (trilaciclib)
treatment of patients receiving
initiation of phase 3 trial
first- or second-line gemcitabine
and carboplatin chemotherapy
for locally advanced unresectable
or metastatic triple-negative
breast cancer
Revita DMR
insulin-treated type 2 diabetes
Breakthrough Device
designation granted by the
FDA
nomacopan
moderate and severe bullous
Fast-Track designation
pemphigoid
granted by the FDA

onconova.com

protagonist-inc.com
aeriepharma.com
sirnaomics.com
aravive.com
brickellbio.com
g1therapeutics.com

fractyl.com

akaritx.com
continues on next page

Copyright © 2021 by WCG CenterWatch

»

CWW2518

CenterWatch Weekly May 3, 2021

11 of 12

Drug & Device Pipeline News

(continued from page 10)

Company
Instil Bio

Drug/Device
ITIL-168

Medical Condition
melanoma stages IIB to IV

PharmaDrug

dimethyltryptamine

prevention of ischemiareperfusion injury in patients
undergoing solid organ
transplantation
patients with relapsed or
refractory large B-cell lymphoma
after two or more lines of
systemic therapy
recurrent or advanced dMMRpositive endometrial cancer that
has progressed on or following
prior treatment with a platinumcontaining chemotherapy
patients diagnosed with
longstanding persistent atrial
fibrillation
rehabilitation for stroke patients
with upper-extremity disability

Sairiyo Therapeutics

Status
Orphan Drug designation
granted by the FDA
Orphan Drug designation
granted by the FDA
approved by the FDA

Zynlonta
(loncastuximab
tesirine-lpyl)

GlaxoSmithKline

Jemperli
(dostarlimab)

AtriCure

EPi-Sense System

Neurolutions

approved by the FDA
Neurolutions
IpsiHand Upper
Extremity
Rehabilitation System
SoundBite Crossing
recanalization of heavily calcified approved by the FDA
System - Peripheral
above-the-knee and below-the(SCS-P)
knee peripheral artery disease

Keep your

pharmadrug.co
sairiyothera.com

ADC Therapeutics

Soundbite Medical
Solutions

Sponsor Contact
instilbio.com

adctherapeutics.com

accelerated approval granted gsk.com
by the FDA

approved by the FDA

atricure.com
neurolutions.com

soundbitemedical.com
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The issue of proper documentation in IRB liability

By Sue Coons, MA

T

he guidance Minutes of Institutional
Review Board (IRB) Meetings in
Federal Register
describes the requirements for IRB meeting minutes and provides recommendations for meeting applicable regulatory

ing IRB meeting activity not only puts
IRBs in violation of regulatory standards,
but also could put them in legal crosshairs if research participants are harmed
or perceive harm in a clinical trial.
Inadequate documentation in IRB

Learning Objectives:

Exam for Continuing Education

1. List some of the documentation deficiencies FDA is
finding in its IRB inspections.

2. Describe the claims plaintiffs in Robertson v McGee

made against IRB members.
Research Practitioner 19.1, 3 Contact Hours 3. Explain
the

importance of proper documentation of
IRB activities.

during FDA inspections, the guidance
4. Discuss the concept of individual liability in IRB
Please note: The website for Research Practitioner
Author Remigius
N. Nwabueze
Which of the following is useful
decisions.
exams and evaluations has changed. Please visit the
argued that:
to guide the preparation of IRB
FDA’s
website
forexam
bioresearch monitorfollowing website which will
navigate
you to each
a. IRB members may have
meeting minutes?
Protections (OHRP) and Food
for completion:
and Drug
ing (www.fda.gov/ScienceResearch/
individual liability in the case of
a.
.com/t-exams.aspx
Administration (FDA). It is http://store.centerwatch
intended
SpecialTopics/Ru nningClinicalTrharm
subject quorum issues;
ials/ of a research
bership rosters;
b. prompt
Standard operating procedure
If you have any questions, feel free to email
for institutions and IRBs responsible
b. Research
default.htm
on minutes’ preparation and
customerservice@centerwatch.com
- institutions
reporting ofprotect
noncompliance, suspension/
or
IRB members from liability
for oversight of human subject
research
call 866-219-3440.
maintenance
cies found during IRB inspections
to
termination;

»

SUBSCRIBE TODAY!

16 CE post-test

www.centerwatch.com/get-RP

Subpart D issues; and lack
c. IRB meeting documentation
has
under HHS and FDA regulations.
c. A standardized minutes’
be: inadequate initial and/or continuing
incorrectliability
risk determination.
no bearing of
Requirements for Successful Completion
onor
potential
template
However, a court case from
the early
inadequate
written
procedures;
To receive contact hours, review;
of IRB members
participants must register,
d. All of the above
read the full journal and inadequate
meeting minutes and
then go to: http://store.
d. None
mem-of the above
centerwatch.com/t-exams.aspx
An IRB is comprised of seven
Critical self-examination and see IRB liability
on page At
4 the meeting, four
members.
Read the instructions on this page to register, select an
internal audits are some of the best
active exam, successfully complete the post-test with a
ways to catch errors, says attorney
including a non-scientist and an
minimum score of 70%, complete the evaluation, and
Daniel L. Icenogle.
view and print your certificate.
unaffiliated member. For one hour
a. True
during the meeting, the nonb. False
By John W. Mitchell, MS
scientist leaves the room for an
hour
to take a conference call. For
IRB liability and meeting minutes
Which of -the following
commonly
that hour, a quorum technically is
Learning Objectives:
n the quest to achieve better outtional Coordinator of Health Informais observed during inspections of
still
present
because the requisite
comes, control costs, and improve
in clinical
IRB operations?1. Explain the state of patient engagement
Who did the clinical trial
four
members were at the start
trials.
health under a slew of government
a.
plaintiffs not name in the lawsuit?
of the meeting. Therefore, any
r approval
patient
vote on a study made
attendance 3. List examples of marke
b. IRB se
chair
during that hour is valid.
- coo

The case for patient engagement to improve clinical trials

I
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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.

Senior Clinical Trial Associate
Cambridge, MA

Manufacturing Planner
Gaithersburg, MD

Vice President, Clinical Development
Thousand Oaks, CA

Research Assistant, Flow Cytometry
Fremont, CA

Clinical Laboratory Supervisor
Pendleton, OR

Medical Records Specialist/CSR
Austin, TX

Clinical Project Coordinator
Lawrence, NJ

Isolator Technician
Wilmington, MA

[ V IE W AL L KEL LY S ER V ICE S J O BS ]

Upcoming Event Highlights
Webinars
M AY 6 , 2 0 2 1

The World of Post-COVID-19
Clinical Trials: How to Prepare
for What’s Coming Next
1:30 PM – 2:30 PM EDT
M AY 2 5 , 2 0 2 1

How Can the Accelerated
Availability of Pfizer-BioNTech’s
COVID-19 Vaccine be Replicated?
1:00 PM – 2:00 PM EDT
M AY 2 7 , 2 0 2 1

Evolving Clinical Trials:
Continuing the Journey from
Paper to Digital
11:00 AM – 12:00 PM EDT
Virtual Conferences/Workshops

More Jobs
Regulatory Associate, Lombardi
Comprehensive Cancer Center
Georgetown University
Washington, DC

Clinical Site Service Specialist
(Latin America)
WCG ThreeWire
Remote

Lead Clinical Research Coordinator
Piedmont Ear, Nose and Throat Associates
Winston-Salem, NC

Manager of Clinical eLearning
WCG MedAvante-ProPhase
Remote

IRB Document Specialist
WCG IRB
Eden Prairie, MN

Manager, Business Development - Sites
WCG PharmaSeek
Princeton, NJ
[ V IE W AL L JOB L IS T I N G S ]

MAY 11–13, 2021

Modern SOP and Quality
Systems: Streamlined, Effective
and Flexible Compliance for the
21st Century
10:00 AM – 4:30 PM EDT
JUNE 22–24, 2021

Effective Root Cause Analysis
and CAPA Investigations for the
Life Sciences
11:00 AM – 3:30 PM EDT
SEPT. 28–30, 2021

Academic Programs
Drexel University College of Medicine
Master’s/Certificate Programs in Clinical Research Organization and Management
Online
[ V IE W ACAD EM IC PR OG R AM DE TA I L S ]

www.centerwatch.com

Clinical Trial Risk &
Performance Management
vSummit
9:00 AM – 4:00 PM EDT
[ V I E W A L L E V E N TS ]
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