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Sponsors and CROs are not embracing 
the kinds of progressive quality man-
agement methods, such as predictive 

quality metrics, quality tolerance limits and 
automated metric dashboards, encouraged 
by regulators, according to a new survey 
that found the two groups share a percep-
tion that such tools are less effective than 
traditional methods. 

But the survey also found a widening 
gap between the two groups in their overall 
assessment of quality management in clini-
cal trials. The report classifies CROs, non-CRO 
service providers, academic research centers 
and consultants in a category it calls “provid-
ers” for the purpose of comparing their 
collective responses to sponsors’ opinions. 

The provider group was comprised of 65 
percent CROs.

Sponsors and providers also diverge 
on which outsourcing model delivers 
better in terms of quality, with sponsors 
voicing strong support for functional 
service providers (FSP) that handle only 
specific trial responsibilities, while provid-
ers expressed the opinion that full-service 
outsourcing is more effective. The survey, 
released last month and conducted late 
last year by The Avoca Group, polled 98 
sponsors and 99 providers.

When rating providers on their quality 
management, sponsor respondents gave 
high ratings for sticking to monitoring plans 
and for compliance with SOPs and other 

Sponsors, CROs Share Views on Quality 
Management Methods

By Elizabeth Tilley Hinkle

O verly compartmentalized ap-
proaches to testing new data 
management solutions is one of 

the key obstacles to widespread adoption 
within an organization, research by the 
Tufts University Center for the Study of Drug 
Development (CSDD) and Saama Technolo-
gies indicates.

For instance, most companies — 84 
percent, according to CSDD — are unlikely 
to adopt any novel data management solu-
tions without first conducting a pilot test 
or proof-of-concept study. And 87 percent 
report having trouble generalizing pilot 
experience to portfolio-related activities.

The problem, said Kenneth Getz, deputy 
director of CSDD, is that the clinical research 

industry tends to conduct pilot tests as sepa-
rate entities from the organization’s overall 
development strategy.

“There is no continuity planning,” Getz 
told attendees at a recent Xtalks webinar. 
“Once a pilot ends, there is no plan to move 
it to a broader level of activity. Often, the 
people involved in the pilot are no longer 
available to help the organization learn les-
sons from the pilot and begin to integrate it 
into drug development activities.”

To overcome this weakness, pilot or 
proof-of-concept programs should include 
concrete plans for integrating successful 
tests into a company’s broader development 
program. This could include incorporat-
ing insights from clinical research partners 

Pilot-to-Portfolio Transition Remains Barrier 
to Novel Data Management Methods
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COVID-19 Update  

COVID-19 Drug Research 
Roundup

COVID-19 Vaccines:
Moderna has begun a long-awaited 

phase 3 trial of its COVID-19 vaccine, mark-
ing the first phase 3 trial of an experimental 
COVID-19 vaccine in the U.S. The massive 
study will enroll 30,000 participants at 
nearly 100 locations that will be given either 
two 100-mcg injections of the vaccine or a 
placebo. Data from the trial is anticipated to 
come out in the fall.

Pfizer and BioNTech have started a 
phase 2/3 trial of one of their COVID-19 vac-
cine hopefuls. The companies are studying 
BNT162b2, a nucleoside-modified messen-
ger RNA (modRNA) vaccine, in more than 
30,000 participants in countries around the 
world, excluding China. The companies said 
they plan to seek Emergency Use Authoriza-
tion or approval from the FDA in October if 
the trial is successful.

Johnson & Johnson has initiated a 
phase 1/2a study of its COVID-19 experi-
mental vaccine in the U.S. and Belgium after 
seeing promising results in monkey testing. 
The trials will evaluate the vaccine, Ad26.
COV2.S, in more than 1,000 healthy adults 
age 18 to 55, in addition to elderly patients 
age 65 and older. The company is also orga-
nizing a phase 2a study set to be conducted 
in the Netherlands, Spain and Germany, as 
well as a Japanese phase 1 study.

London’s Imperial College has 
expanded its COVID-19 vaccine trial to six 
additional British sites. The new sites will 
research the vaccine in more than 200 
participants across Chelsea and Westmin-
ster Hospital, Imperial College Healthcare, 
St. George’s University Hospital, University 
College London, University of Surrey and 
University Hospital Southampton. They 
will enroll patients age 18 to 75 and ad-
minister two immunizations of the vaccine 
candidate spaced one month apart.

Merck plans to begin clinical testing of 
its COVID-19 vaccine candidate, V591, in 

the third quarter of 2020. Merck acquired 
Austrian drugmaker Themis BioSciences in 
June, bringing into its pipeline the vaccine 
Themis was developing with the Institut 
Pasteur and the University of Pittsburgh.  

COVID-19 Treatments:
Roche’s rheumatoid arthritis med 

Actemra (tocilizumab) fell flat in a phase 
3 trial studying it as a potential COVID-19 
treatment for hospitalized patients. The 
drug compared to placebo showed a 
shorter time to patient discharge, although 
it was not statistically significant, and 
nearly identical mortality rates by week 
four. The company is pressing on, however, 
with two other phase 3 trials and a phase 
2 trial in the hopes that they will lead to 
positive results for the drug.

Sanofi has begun dosing patients in its 
phase 1b study of DNL758, a small molecule 
inhibitor. The experimental drug, first dis-
covered by Denali Therapeutics, is designed 
to inhibit RIPK1, a protein that regulates in-
flammation and cell death in various tissues. 
“The scientific rationale in treating severe 
COVID-19 with a RIPK1 inhibitor compound 
is to attenuate the exaggerated immune 
response to the viral infection and thereby 
limit potential tissue damage resulting from 
excessive inflammation and aim to improve 
patient recovery,” said Denali.

Humanigen’s monoclonal antibody len-
zilumab has been picked for an upcoming 
National Institutes of Health trial of potential 
coronavirus therapeutics. The study will 
assess lenzilumab paired with remdesivir for 
treating hospitalized patients compared to 

placebo and remdesivir alone, with each trial 
arm enrolling 100 patients. The monoclonal 
antibody is currently in phase 3 trials for 
preventing and treating cytokine storms 
that lead to accurate respiratory distress 
syndrome (ARDS).

Celltrion has been cleared by the 
UK’s Medicines and Healthcare Products 
Regulatory Agency to begin a phase 1 trial 
of CT-P59, a potential antiviral antibody 
treatment for COVID-19. The trial will enroll 
patients with mild symptoms of infection. 
Another phase 1 trial currently ongoing in 
South Korea is studying healthy volunteers. 
The company said it anticipates results 
from phase 2/3 trials by the end of the year 
and has set a goal of starting commercial 
production in September.

Direct Biologics has been given the 
FDA’s blessing to start a phase 2 trial of 
ExoFlo, a bone marrow-derived extracel-
lular vesicle and exosome product, for 
treating COVID-19-related ARDS. The 
randomized placebo trial will take place 
across three U.S. research sites and enroll 
60 infected patients with moderate-to-
severe ARDS.

Merck plans to launch two large phase 3 
trials of its oral COVID-19 antiviral candidate, 
MK-4482, in September. The drugmaker has 
partnered with Florida-based Ridgeback 
Biotherapeutics to develop the product, 
which is currently in phase 2 clinical testing 
in the U.S. and the UK. Merck believes MK-
4482  can reduce the duration of symptoms 
and keep people from being hospitalized or 
sent to the intensive care unit.
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Remote Monitoring Won’t 
Require Post-Pandemic 
“Re-Monitoring,” FDA Says
The FDA considers risk-based remote moni-
toring conducted during the COVID-19 crisis 
to be sufficient and will not ask sponsors to 
re-monitor all data after the pandemic pass-
es, but sponsors themselves may choose to 
do so, two agency officials say.

Jean Mulinde of the FDA’s Division of 
Clinical Compliance Evaluation reiterated the 
agency’s support of risk-based monitoring 
— remote or not — at a Drug Information 
Association webinar last week, but advised 
sites and CROs to discuss the possibility of 
a follow-up source data verification (SDV) 
effort with their sponsors.

Mulinde recommended sites, CROs and 
sponsors work together to determine whether 
redacted source documents used for remote 
monitoring during the pandemic will eventu-
ally require re-monitoring with certified docu-
mentation once on-site monitoring resumes.

Alyson Karesh, director of the FDA’s Divi-
sion of Clinical Trial Quality, Office of Medical 
Policy, advised webinar attendees to keep the 
big picture in mind. “Part of the whole reason 
to do a risk-based approach is to prioritize,” 
Karesh said. “SDV or SDR (source data review) 
may or may not be a good thing to do de-
pending upon the situation. It isn’t necessarily 
prioritized and it’s not necessarily risk-based.”

But Mulinde, citing previous experience 
from a compliance perspective, warned that 
under a 100 percent SDV model, “moni-
tors will then miss really important things 
because they’re overly focused on transcrip-
tion checking.”

Speaking from the sponsor point of 
view, Jackie Gough, director for centralized 
monitoring and data surveillance at Astellas 
Pharma, agreed that SDV is not as effective 
as focusing monitoring efforts on priority is-
sues. “We simply don’t feel that transcription 
checking is getting us enough value.”

Astellas has no predefined requirement 
for follow-up monitoring, Gough said, “But 

if a site monitor discovered something at 
the site that would indicate to them that 
the site doesn’t know how to complete the 
CRFs [case report forms] correctly [or] doesn’t 
know how to do that transcribing appropri-
ately, nothing prevents (the monitor) from 
going and doing a spot check of that activity.”

UK Agency to Up the Ante on 
Trial Transparency
Clinical trials in the UK will have to pay more 
attention to data transparency under a new 
strategy being developed by the National 
Health Service’s Health Research Author-
ity (HRA) that would offer sponsors and 
researchers both support and sanctions.

HRA says in a policy paper issued last 
week that it will develop a strategy to ensure 
all trials are registered, results are reported 
and information is shared with trial partici-
pants. Currently, HRA says, 30 percent of UK 
trials are not registered, 25 percent of trials 
do not report results and only 10 percent 
share findings with trial participants.

The agency’s plan, which it intends to 
carry out over the next two years, includes 
taking the registration responsibility out 
of sponsors’ hands and registering trials 
itself. Reporting rates will be enhanced by 
establishing a standard format for final trial 
reports and sending reporting reminders 
to sponsors and investigators. HRA will 
improve participant communication by re-
quiring researchers and sponsors to submit 
a lay summary of trial results for publication 
on the agency’s website.

The strategy also has a performance 
review component that includes publishing 
information on individual trials’ transparency 
performance and making an assessment of 
a sponsor’s compliance part of the approval 
process for new studies. HRA also plans 
to establish sanctions for noncompliance, 
although its policy paper does not specify 
how they will be determined.

To read the HRA plan, click here: https://
bit.ly/39HzDbw.

FDA Gives Advice on 
Endotoxin Limits for 
Investigational Oncology 
Products
Trials of oncology products should limit 
endotoxin exposure, according to an FDA 
draft guidance released last week.

During early clinical trials, endotoxin 
limits of small molecule products or certain 
biologics administered parenterally should 
not exceed 5 USP-EU per kg body weight per 
hour, the guidance says.

For products with an intrathecal route of 
administration, the combined endotoxin ex-
posure from all should not exceed 0.2 USP-EU 
per kg body weight per hour. If exposure does 
exceed that limit, sponsors should justify why 
the limit cannot be achieved and say why the 
risks to human subjects are “reasonable.”

The agency urges sponsors of products in 
late-stage development to tighten specifica-
tions to ensure that the combined exposure 
does not exceed the limit.

Read the full guidance here: https://bit.
ly/39GLGWK.

New ACRP Course Simulates 
Informed Consent Process
A new training program from the Associa-
tion of Clinical Research Professionals (ACRP) 
allows site teams and monitors to role-play 
the informed consent process.

In ACRP’s interactive Informed Consent 
Simulation course, learners participate in 
a variety of scenarios as patients, study 
coordinators, investigators and monitors 
to gain an understanding of the process 
from all viewpoints. The course is designed 
to develop the core competencies needed 
to properly conduct and document the 
informed consent process.

Individual and organizational licenses 
are available, with organizational licenses 
including a reporting system that helps 
identify areas for improvement.

To learn more about the course, click 
here: https://bit.ly/2PesrKw.
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This feature highlights changes in clinical 
trial organizations’ personnel.

Adverum Biotechnologies
Adverum Biotechnologies has hired 
Thomas Kochy to the role of vice president 
of commercial and program strategy. Kochy 
previously served as a strategy consultant in 
ocular disease areas and was also regional 
sales director for Genentech.

Alentis Therapeutics
Roberto Iacone, former entrepreneur in 
residence at Versant Ventures, has been 
named CEO of Alentis Therapeutics.

Arcutis Biotherapeutics
Arcutis Biotherapeutics has recruited Patrick 
Burnett to join the company as its newest 
chief medical officer. Burnett was tapped 
from Verrica Pharmaceuticals, where he 
served as chief medical officer.

AskBio
Libbie Mansell has been named senior vice 
president of regulatory affairs at AskBio. 
Previously, Mansell was managing director 
of White Oak BioPharma Solutions.

Avidity Biosciences
Jae Kim has been named chief medical 
officer of Avidity Biosciences. Prior to joining 
Avidity, Kim was clinical research head at 
Alnylam Pharmaceuticals.

Chiesi Group
Chiesi Group has appointed Thomas Eich-
holtz to head of global research and develop-
ment. Eichholtz was recently head of external 
research and development at Mundipharma.

Cradle Genomics
Tanya Moreno has been named vice presi-
dent of development at Cradle Genomics. 
Formerly, Moreno was chief science officer 
at Wamberg Genomic Advisors. Cradle also 
named Sue Gross chief medical officer 

of the company. Gross currently serves as 
president and CEO of the ObG Project.

DTx Pharma
Bryan Laffitte, former vice president of biol-
ogy at Inception Therapeutics, will now serve 
as vice president of biology at DTx Pharma.

Elligo Health Research
Elligo Health Research has named Michael 
Gibertini chief development officer of the 
company. Previously, Gibertini was president 
of clinical development at Syneos Health.

Engrail Therapeutics 
Engrail Therapeutics has promoted Kim-
berly Vanover to the role of chief scientific 
officer and Eve Taylor to the position of vice 
president of clinical development. Vanover 
was formerly senior vice president of early-
stage clinical development and translational 
medicine, and Taylor was senior director of 
clinical development.

Forge Biologics
Tim Miller has been named CEO of Forge 
Biologics. Miller was most recently the 
president and chief scientific officer at 
Abeona Therapeutics.

Gain Therapeutics
Gain Therapeutics has found its new CEO 
in Eric Richman, former president and 
CEO of PharmAthene.

Gamida Cell
Michele Korfin has been appointed to 
the role of chief operating and chief com-
mercial officer at Gamida Cell. Korfin was 
previously the chief operating officer at 
TYME Technologies. 

Generation Bio
Generation Bio has appointed Matthew 
Norkunas to the role of chief financial offi-
cer. Norkunas was recently the chief financial 
officer at SomaLogic.

Gracell Biotechnologies
Gracell Biotechnologies has named Martina 
Sersch the company’s new chief medical 
officer. Most recently, Sersch was chief medi-
cal officer at Mustang Bio. Kevin Xie, former 
president of Fosun Healthcare Holdings, has 
been named chief financial officer of Gracell.

I-Mab 
Ivan Yifei Zhu has been appointed to the 
role of chief commercial officer of biotech 
company I-Mab. Zhu joins I-Mab from Qilu 
Pharmaceutical Group, where he served as 
vice president and general manager of sales.

Kronos Bio 
Barbara Kosacz, former international head 
of Cooley LLP’s Life Sciences Practice, has 
been named chief operating officer and 
general counsel of Kronos Bio.

La Jolla Pharmaceutical Company
Larry Edwards has taken the helm at 
La Jolla Pharmaceutical, where he joins 
the company as its new president and 
CEO. Edwards was recently the CEO of 
Tetraphase Pharmaceuticals.

LEO Pharma
Amit Aggarwal has been appointed to the 
role of medical director at LEO Pharma. Most 
recently, Aggarwal served as director of 
medical affairs at Bayer.

Merus
Andrew Joe has joined Merus, a Nether-
lands-based biotech, as its newest chief med-
ical officer. He was previously a vice president 
of oncology development at Sanofi.

Mesoblast Limited
Dagmar Rosa-Bjorkeson has been named 
chief operating officer of Mesoblast Limited. 
Most recently, Rosa-Bjorkeson was executive 
vice president and president of biosimilars 
at Baxalta.
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NeuBase Therapeutics 
NeuBase Therapeutics has named William 
Mann the company’s newest chief operat-
ing officer. Mann was most recently presi-
dent and CEO of Helsinn Therapeutics.

Parker Institute for Cancer 
Immunotherapy
John Connolly has joined Parker Institute 
for Cancer Immunotherapy as its chief sci-
entific officer. Prior to this role, Connolly was 
chief scientific officer of Tessa Therapeutics.

Salarius Pharmaceuticals
Salarius Pharmaceuticals has named 
Nadeem Mirza as senior vice president of 
clinical development. Mirza was previously 
chief medical advisor at TRIGR Therapeutics.

Triplet Therapeutics
Alan Buckler has been named chief scien-
tific officer of Triplet Therapeutics. Buckler 

recently served as chief scientific officer of 
Scholar Rock.

Twist Bioscience 
Erin Smith is the new senior vice president 
of government affairs and public policy at 
Twist Bioscience. Smith previously led a gov-
ernment affairs program at Gilead Sciences.

Verrica Pharmaceuticals
Gary Goldenberg is stepping down from 
the board of directors at Verrica Pharmaceu-
ticals to become the company’s new chief 
medical officer. Verrica also named Brad 
Catalone to head of drug development. 
Catalone was previously the chief science 
officer at TSO3 Corporation.

Viracta Therapeutics
Mark McCamish, who most recently served as 
president and CEO of Forty Seven, has joined 
Viracta Therapeutics as a strategic adviser.

Viroclinics Biosciences 
Davide Molho, who was formerly the 
CEO of Evolution Research Group, joins 
Viroclinics Biosciences as the company’s 
newest CEO.

Windtree Therapeutics
Windtree Therapeutics has named 
Pratap Paruchuru executive direc-
tor of clinical development, Catherine 
Kacprzycki director of clinical operations 
and Tracy Rarick head of operations and 
program management. Most recently, 
Paruchuru was senior medical director of 
critical care at Novartis, Kacprzycki was 
associate director of clinical operations 
at Endo Pharmaceuticals and Rarick was 
director of program management at 
Boston Scientific. John Hamill has also 
been tapped by Windtree to serve as 
its new senior vice president and chief 
financial officer.
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and staff involved in moving new products 
through the development pipeline, as well 
as regulatory specialists familiar with FDA 
demands for clinical data.

CSDD has identified several options 
available to help companies move new data 
management methods from concept to 
reality, as well as handling massive amounts 
of data generated through a growing variety 
of sources. These include:

	} Protocol simplification;
	} Assessment of protocol feasibility us-

ing novel technology;
	} Quality-by-design and use of risk-

based approaches to determine which 
data is more critical;

	} Integrated platform solutions and 
unified data;

	} Automation to drive some more 
rapid data collection with validation 
tools; and

	} Application of artificial intelligence 
(AI) to leverage computing capacity 
to supplement limited personnel 
and capacity.

None of these approaches are new, Getz 
noted. The industry has been applying many 
of them at the pilot or proof-of-concept 
scale for up to 15 years, but little progress 
had been made until the COVID-19 crisis 
created a sense of urgency.

Response to the COVID-19 pandemic 
has certainly led to faster adoption of many 
technology solutions, particularly around re-
mote monitoring and virtual studies. CSDD 
reported that 40 percent of trials ongoing at 

the time of the outbreak moved to remote 
or virtual models that included home health 
visits, direct-to-patient drug and supply 
delivery, and collection of data via portable 
devices, among other approaches.

A poll taken of webinar participants 
indicated that 90 percent have seen ac-
celerated digital technology uptake and 
the need for remote monitoring due to the 
COVID-19 pandemic, a figure Getz said was 
borne out by CSDD research. The greatest 
data management challenges reported by 
webinar attendees were data integration 
(38 percent of respondents), data analysis 
(28 percent), data capture (23 percent) and 
database lock (10 percent).

But while pressures due to the CO-
VID-19 pandemic have accelerated 
testing and adoption of new analytics 
and technology solutions for clinical data 
management, several factors still exist 
in the industry that can impact adop-
tion of data management technologies, 
Getz noted. Among the issues that CSDD 
has identified include lack of staff skills, 
company culture, lack of leadership, risk 
to research integrity, lack of trust in the 
solutions, economic risks and regulatory 
risks. Of these, economic and regulatory 
risks are the most difficult to manage, Getz 
said; most of the other challenges can be 
mitigated by study design and changes to 
corporate policies.

Necessity — such as that posed by the 
COVID-19 outbreak — is an answer to the 
economic issue. Under the stresses of the 
pandemic, the risk profile for trying new 
data management approaches has changed, 

Getz said. And regulatory agencies have 
been encouraging use of virtual and remote 
models and allowing more flexibility in data 
collection and management approaches 
during the pandemic, he said. 

Adopting novel approaches to collect-
ing and managing data will be important 
in a clinical research world where vast 
volumes of data must be handled. CSDD 
research indicates that the volume of data 
points collected for a typical clinical trial 
has increased by about 200 percent over 
the past 10 years. The fastest growing 
area is in tertiary or exploratory areas, 
rather than data related to core end-
points, Getz said. This type of data is often 
used to position or support new drug 
products commercially.

One effect of the increased inflow of 
data has been increased development 
cycle times; CSDD data indicates that 
the average is up 14 percent compared 
to three years ago. There is also greater 
variation around the mean cycle time, Getz 
said, which indicates that performance has 
become less predictable.

“Studies with higher numbers of data 
sources contributing to the study data-
bases show increases in average cycle time 
and in variation around the mean cycle 
time,” Getz said.

Adding to the challenge is the fact that 
an increasing amount of the data collected is 
more subjective, patient-provided informa-
tion. The movement toward use of more 
remote, unstructured data from patients 
began before the pandemic, Getz said, but 
has increased rapidly in 2020.
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written procedures; both questions drew a 
sponsor satisfaction rate of 68 percent. 

But Avoca identified five areas where 
sponsors felt providers could improve, with 
documentation and document control, 
oversight of third-party vendors and 
proactivity for risk prevention and issue 
management receiving the lowest satisfac-
tion scores at 47 percent, 44 percent and 40 
percent, respectively.

And only half of sponsors were satisfied 
with providers’ training. Site training drew 
a satisfaction score of 55 percent, and staff 
training came in at 50 percent. 

The survey also found sponsors were 
more likely to deploy “foundational” strate-
gies to manage quality oversight, with 84 
percent of respondents saying they use 
communication and escalation matrices 
“often” or “always.” 

“Communication and escalation matrices 
are most used and are also thought to be 
most effective,” Avoca said, but added that 
compliance assessments or audits are used 
by 80 percent of respondents, quality agree-
ments by 75 percent and quality metrics by 
70 percent despite being perceived as less 
effective in ensuring quality in trials. 

Among providers, Avoca found the 
group shared with sponsors three of the 
top four most commonly used oversight 
tools; 76 percent used communication and 
escalation matrices, followed by periodic 
compliance assessments or audits at 73 
percent and quality metrics at 71 per-
cent. The survey showed that compliance 

audits were “perceived to be efficacious” 
by providers, but it also found that joint 
or integrated quality management plans 
were used by only 52 percent of provider 
respondents, although sponsors indicated 
finding these highly effective. Avoca char-
acterized quality metrics as a frequently 
used tool that showed an opportunity for 
improved effectiveness.

“Looking across audiences, there are 
some consistencies,” Avoca said. “Automated 
metric dashboards are rated as being rela-
tively effective by those using them but are 
used less often,” likely because of cost. One 
sponsor commented that there were “not 
sufficient resources available for upfront 
work” for automated dashboards, while a 
provider added the technology platform is 
“too expensive.”

On the issue of quality oversight, 46 
percent of sponsors said FSPs deliver better 
quality than full-service CROs. The survey 
found that sponsors believe FSPs provide 
stronger communication and collaboration 
than the traditional CRO-sponsor model, as 
well as more expertise and greater flexibility, 
all with the sponsor retaining control.

“You can control the staff allocated to 
your project better,” one sponsor told Avoca. 
“In the full outsourcing model, many play-
ers are ‘hidden’ and for sure not dedicated 
to your study(ies).” Another said “not all 
CROs are good in all things or trial designs. 
Therefore, [the] FSP model allows for flex-
ibility to choose the best fit.” Only 15 percent 
of sponsors favored the full-service model. 
Forty percent rated the FSP and full-service 
models as equal in effectiveness.

Providers responded in the near op-
posite, with 45 percent saying they believe 
the full-service model delivers better quality. 
Avoca said providers cited strong relation-
ships, greater efficiency and better big 
picture thinking under full service.

“A deeper team integration seems to 
allow for better collaboration and im-
proved efforts on both sides,” one provider 
responded in the survey. Added another: 
“We tend to have closer/tighter oversight 
when it’s full service.”

Avoca said that while sponsors and 
providers are both less likely to use qual-
ity tolerance limits and predictive qual-
ity metrics, that similarity could prove 
troublesome because it “may represent 
common challenge areas in aggregating 
and analyzing data to support risk-based 
decision-making.

“As the regulatory landscape continues 
to evolve concurrently with greater focus on 
virtualization and clinical trial continuity in 
the post-COVID reality,” Avoca concluded, 
“quality oversight practices must continue 
to evolve to address the new risks and op-
portunities that lie ahead.”

“Quality oversight practices 

 must continue to evolve to 

address the new risks and 

opportunities that lie ahead.”

—The Avoca Group

Learn more at www.centerwatch.com/cratrainer

The CRA Trainer
An Interactive Companion to The CRA’s Guide 
to Monitoring Clinical Research.

Sponsors, CROs Share
continued from page 1
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Designed to Make  
Every Second of your  
Enrollment Period  
Count.

Achieve enrollment timelines with a customized, end-to-end recruitment plan from WCG Patient Engagement services.  
Backed by proven methods, a knowledge base of industry site enrollment performance, and our on-the-ground site 
support, we partner with you to enable your sites to achieve recruitment milestones on or ahead of schedule. These 
e�ciencies could amount to you saving two months in patient screening time, or 4,838,400 seconds. 

wcgclinical.com
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Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status Sponsor Contact
COVID-19 Trials and Actions
Denali Therapeutics 
Sanofi

DNL758 
(SAR443122)

hospitalized adult patients with 
severe COVID-19 lung disease

first patients dosed in 
phase 1b trial

denalitherapeutics.com 
sanofi.com

AI Therapeutics LAM-002A patients with confirmed 
COVID-19

initiation of phase 2 trial ai-therapeutics.com

Apogenix asunercept patients with severe COVID-19 clearance to initiate a 
phase 2 trial in Russia

apogenix.com

Constant 
Therapeutics

TXA127 patients with COVID-19 who 
require oxygen but are not in 
the ICU

initiation of phase 2 trial constanttherapeutics.com

Pfizer 
BioNTech

BNT162b2 vaccine 
candidate

COVID-19 initiation of phase 2/3 trial pfizer.com 
biontech.de

RedHill Biopharma opaganib (Yeliva) patients hospitalized with 
severe COVID-19 and 
pneumonia requiring treatment 
with supplemental oxygen

initiation of phase 2/3 trial redhillbio.com

Moderna mRNA-1273 vaccine 
candidate

COVID-19 dosing of first patients in 
phase 3 trial

modernatx.com

ReAlta Life Sciences RLS-0071 acute lung injury secondary to 
COVID-19

IND approved by the FDA realtalifesciences.com

Color COVID-19 testing 
without clinical 
monitoring

COVID-19 Emergency Use 
Authorization (EUA) 
granted by the FDA

color.com

Truvian Sciences Easy Check 
COVID-19 IgM/IgG 
antibody test

COVID-19 EUA granted by the FDA truvianhealth.com

Gilead Sciences remdesivir patients 12 years and older 
with a body weight of at least 
40 kg with severe symptoms of 
COVID-19 who have pneumonia 
and require extra oxygen to help 
them breathe

approved by Health 
Canada

gilead.com

Other Trials and Actions
4-D Molecular 
Therapeutics

4D-110 choroideremia dosing of first patient in 
phase 1 trial

4dmoleculartherapeutics.com

Chi-Med HMPL-306 hematological malignancies initiation of phase 1 trial chi-med.com

Cleave Therapeutics CB-5339 patients with relapsed/
refractory acute myeloid 
leukemia or relapsed/refractory 
intermediate or high-risk 
myelodysplastic syndrome

dosing of first patient in 
phase 1 trial

cleavetherapeutics.com

Pipeline 
Therapeutics

PIPE-505 sensorineural hearing loss 
associated with hearing speech 
in noisy environments

initiation of phase 1/2a 
trial

pipelinetherapeutics.com

Repare Therapeutics RP-3500 solid tumors with specific 
genome instability-related 
genomic alterations including 
those in ATM gene

dosing of first patient in 
phase 1/2 trial

reparerx.com

continues on next page »
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Drug & Device Pipeline News     (continued from page 9)

Company Drug/Device Medical Condition Status Sponsor Contact
Acurx 
Pharmaceutical

ibezapolstat clostridioides difficile Infection initiation of phase 2 trial acurxpharma.com

Amgen
Arrowhead

AMG 890 patients with elevated levels of 
lipoprotein (a) (Lp(a))

initiation of phase 2 trial amgen.com 
arrowheadpharma.com

Iterion Therapeutics tegavivint desmoid tumors enrollment of first patients 
in phase 2a trial

iteriontherapeutics.com

NGM Biopharma NGM621 patients with geographic 
atrophy secondary to age-
related macular degeneration 

initiation of phase 2 trial ngmbio.com

Corcept 
Therapeutics

relacorilant 
combined with nab-
paclitaxel (Abraxane)

metastatic, platinum-resistant 
ovarian cancer

patient enrollment 
complete in phase 2 trial

corcept.com

Corcept 
Therapeutics

relacorilant Cushing’s syndrome caused 
by adrenal adenomas or 
hyperplasia

enrollment of first patient 
in phase 3 trial

corcept.com

Krystal Biotech beremagene 
geperpavec (KB103)

dystrophic epidermolysis 
bullosa

initiation of phase 3 trial krystalbio.com

Carisma 
Therapeutics

CT-0508 recurrent or metastatic HER2 
overexpressing solid tumors 
after failure of approved HER2 
targeted agents

IND approved by the FDA carismatx.com

NeoImmuneTech NT-I7 (efineptakin 
alfa)

patients with locally recurrent 
squamous cell carcinoma of 
head and neck undergoing 
salvage surgery

IND approved by the FDA neoimmunetech.com

Momenta 
Pharmaceuticals

nipocalimab prevention of hemolytic disease 
of the fetus and newborn

Rare Pediatric Disease 
designation and Orphan 
Drug designation granted 
by the FDA

momentapharma.com

Protara Therapeutics TARA-002 lymphatic malformations Rare Pediatric Disease 
designation granted by 
the FDA

protaratx.com

Imara IMR-687 beta-thalassemia Rare Pediatric Disease 
designation and Fast Track 
designation granted by 
the FDA

imaratx.com

Black Diamond 
Therapeutics

BDTX-189 adult patients with solid tumors 
harboring an allosteric HER2 
mutation or an EGFR or HER2 
Exon 20 insertion mutation who 
have progressed following prior 
treatment and who have no 
satisfactory treatment options

Fast Track designation 
granted by the FDA

blackdiamondtherapeutics.com

Checkmate 
Pharmaceuticals

CMP-001 in 
combination with 
nivolumab or 
pembrolizumab

initial treatment of patients 
with unresectable Stage III or 
Stage IV melanoma to prolong 
the time to disease progression 
and treatment of patients with 
unresectable or metastatic 
melanoma refractory to prior 
anti-PD-1 blockade to improve 
the overall tumor response rate

Fast Track designation 
granted by the FDA

checkmatepharma.com

continues on next page »
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Drug & Device Pipeline News     (continued from page 10)

Company Drug/Device Medical Condition Status Sponsor Contact
Sarepta 
Therapeutics

SRP-9001 (AAVrh74.
MHCK7.micro-
dystrophin)

Duchenne Muscular Dystrophy Fast Track designation 
granted by the FDA

sarepta.com

Inovio INO-3107 recurrent respiratory 
papillomatosis 

Orphan Drug designation 
granted by the FDA

inovio.com

Merus N.V. Zenocutuzumab pancreatic cancer Orphan Drug designation 
granted by the FDA

merus.nl 

Ocugen OCU400 RHO mutation-associated retinal 
degeneration

Orphan Drug designation 
granted by the FDA

ocugen.com

Regulus 
Therapeutics

RGLS4326 autosomal dominant polycystic 
kidney disease

Orphan Drug designation 
granted by the FDA

regulusrx.com

Vita Therapeutics VTA-11 Duchenne Muscular Dystrophy Orphan Drug designation 
granted by the FDA

vitatx.com

Merck MK-6482 patients with von Hippel-Lindau 
disease-associated renal cell 
carcinoma with nonmetastatic 
RCC tumors less than three 
centimeters in size, unless 
immediate surgery is required

Orphan Drug designation 
and Breakthrough Therapy 
Drug designation granted 
by the FDA

merck.com

Takeda pevonedistat patients with higher-risk 
myelodysplastic syndromes 

Breakthrough Therapy 
Drug designation granted 
by the FDA

takeda.com

AstraZeneca Breztri Aerosphere 
(budesonide/
glycopyrrolate/
formoterol fumarate) 

chronic obstructive pulmonary 
disease

approved by the FDA astrazeneca.com

Kite Pharma/Gilead 
Sciences

Tecartus 
(brexucabtagene 
autoleucel)

relapsed or refractory mantle 
cell lymphoma

approved by the FDA kitepharma.com

Stratus Medical Vesta RF Cannula radiofrequency heat lesion 
procedures for the relief of pain

approved by the FDA stratusmedical.com

ORDER TODAY!
V ISI T   
www.centerwatch.com   

C O N TAC T S A L E S
sales@centerwatch.com
617.948.5100

This new edition of The PI’s Guide is packed with information regarding your  
responsibilities including, practical and ethical study conduct, site and financial  
management, and responsibilities imposed by ICH E6(R2).

The PI’s Guide to  
Conducting Clinical Research
Conduct better, safer and more  
efficient clinical trials.

https://www.sarepta.com/
https://www.sarepta.com/
https://www.sarepta.com/
https://www.inovio.com/
https://www.inovio.com/
https://merus.nl/
https://merus.nl/
https://ocugen.com/
https://ocugen.com/
http://regulusrx.com/
http://regulusrx.com/
http://regulusrx.com/
https://www.vitatx.com/
https://www.vitatx.com/
https://www.merck.com/index.html
https://www.merck.com/index.html
http://www.takeda.com/
http://www.takeda.com/
https://www.astrazeneca.com/
https://www.astrazeneca.com/
https://www.kitepharma.com/
https://www.kitepharma.com/
https://www.kitepharma.com/
https://stratusmedical.com/
https://stratusmedical.com/
https://www.centerwatch.com/products/384?hittrk=CWW


© 2020 CenterWatch   CWW2429

WCG  |  CWWeekly   August 3, 2020 12 of 12

Upcoming Event Highlights

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.

[   V IE W ALL  JOB  L IST IN GS   ]

The Source for Clinical Research 
Jobs and Career Resources

Academic Programs

[   V IE W ACADEMIC  PR OGR AM D E TA ILS   ] 

Drexel University College of Medicine  
Master’s/Certificate Programs in Clinical Research Organization and Management
Online

More Jobs

[   V IE W ALL  KELLY  SER V ICES  J OBS   ] 

IRB Board Vice-Chairperson
The Copernicus Group
Cary, NC

HCM Specialist-Benefits
The Copernicus Group
Cary, NC

Business Analyst I 
Medavante-Prophase
Hamilton, NJ

Director, Clinical Data Analyst 
ePharmaSolutions
Plymouth Meeting, PA

Clinical Research Coordinator
Pharmaceutical Research & Consulting
Dallas, TX

Clinical Research Coordinator - Part-Time
AB Clinical Trials 
Las Vegas, NV

Clinical Research Coordinator
ThreeWire
Bardstown, KY

Clinical Research Coordinator 
WIRB-Copernicus Group 
Myrtle Point, OR

Tableau Developer
Sacramento, CA 

Research Associate-Assay Development 
Seattle, WA

Microbiology Analyst 
Plainview, NY

Chemistry Manager 
Plainview, NY

QC Chemistry Technician I 
College Station, TX

Quality Control Analyst 
College Station, TX

Clinical Data Analyst
Indianapolis, IN

Clinical Medical Writer 
Concord, CA

Business Planning Analyst 
Lansdale, PA

Cell Therapy Manufacturing Specialist 
Palo Alto, CA

Clinical Operations Manager 
Rockville, MD

Quality Assurance Analyst - Microbiology 
Union City, GA  

Virtual Conference

AU G U S T  4 ,  2 0 2 0 
DATA INTEGRITY IN THE 
COVID-19 ERA AND BEYOND — 
PART I: THE IMPACT OF 
COVID-19: COMPLYING WITH 
DATA INTEGRITY GUIDELINES 
IN THE MIDST OF A PANDEMIC 
1:30 p.m. – 5:00 p.m. EDT

Webinars

AU G U S T  5 ,  2 0 2 0 
COVID-19 ETHICS: LOOKING 
AT SCIENTIFIC DATA 
DISSEMINATION, VACCINE 
DEVELOPMENT AND ACCESS 
TO NEW THERAPIES THROUGH 
AN ETHICAL LENS 
2:00 p.m. – 3:00 p.m. EDT

AU G U S T  1 3 ,  2 0 2 0 
REAL-WORLD EVIDENCE AND 
DATA IN CLINICAL TRIALS: 
A TUFTS STUDY OF 30 PHARMA 
COMPANIES 
1:30 p.m. – 3:00 p.m. EDT

Conferences

SEPTEMBER 8 – SEPTEMBER 10, 2020 

CLINICAL TRIAL RISK AND 
PERFORMANCE 
MANAGEMENT VSUMMIT 
Online

O CTOBER 7 – OCTOBER 9, 2020 

15TH ANNUAL FDA 
INSPECTIONS SUMMIT 
Washington, DC

[   V IE W  A LL  E VE NTS   ]

JobWatch

http://www.centerwatch.com/jobwatch
http://jobwatch.centerwatch.com/jobs/search/results?sort=PostDate%20desc&page=1&searchType=featured&clientid=centerwatch&featured=Y
https://www.centerwatch.com/events
https://www.centerwatch.com/jobwatch#academic
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http://jobwatch.centerwatch.com/jobs/business-analyst-i-hamilton-nj-08609-118545151-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/director-clinical-data-analyst-plymouth-meeting-pa-19462-118525082-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-coordinator-dallas-texas-75231-118338095-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/experienced-part-time-clinical-research-coordinator-las-vegas-nevada-89119-118348967-d?contextType=browse
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http://jobwatch.centerwatch.com/jobs/tableau-developer-sacramento-ca-94278-118558922-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/research-associate-assay-development-seattle-wa-98194-118558859-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/microbiology-analyst-melville-ny-11803-plainview-ny-11803-118558856-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/chemistry-manager-melville-ny-11803-plainview-ny-11803-118558855-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/qc-chemistry-technician-i-college-station-tx-77840-118558860-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/quality-control-analyst-college-station-tx-77840-118558861-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-data-analyst-indianapolis-in-46202-118558935-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-medical-technical-writer-concord-ca-94518-118558920-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/business-planning-analyst-lansdale-pa-19446-118558845-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/cell-therapy-manufacturing-specialist-palo-alto-ca-94301-118558919-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-operations-manager-nih-rockville-md-rockville-md-20851-118584561-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/quality-assurance-analyst-microbiology-union-city-ga-30291-118558901-d?contextType=browse
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