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By Charlie Passut

Virtual training for study startup is 
not only saving time and money, it’s 
providing more in-depth learning 

and improved communications between 
sites and sponsors. 

An approach to training that was 
initially undertaken as a temporary fix 
during the pandemic has turned into 
what is now routine.

Sponsors are connecting with sites in 
real-time and are discovering that conduct-
ing virtual site initiation visits (SIV) is more 
efficient than face-to-face SIVs, according 
to Brian Schilb, senior director for training 
solutions at WCG Trifecta, especially for 
ongoing documentation. “When your sites 
are onboarded, they can immediately be 

provisioned into training as the study moves 
forward,” Schilb says. “Amendment training 
is almost as quick to launch as it is to create 
the PowerPoint associated with it.” He adds 
that on-demand systems and virtual web 
meetings have been turning around amend-
ments within 48 hours.

Some training has also been made 
obsolete, Schilb says. Clinical site staff that 
one large biopharma sponsor was working 
with were able to be “exempted” from 
completing certain training topics when 
the training was managed in a system that 
applied topic equivalency rules to the site’s 
personnel training history. The history is 
retained in the system between and across 
studies, he says.

Virtual Training Evolves into More In-Depth 
Learning, Improved Communications

By Charlie Passut

Data, quality and trial management 
top the list of ways the industry 
is using artificial intelligence (AI) 

and machine learning (ML), according to a 
new survey of the technologies’ impact on 
clinical trials.

Nearly two-thirds of respondents to a 
survey of sites, sponsors and CROs indicated 
they had some level of experience and un-
derstanding of how AI and ML can be used 
in clinical trials, and 83 percent said they are 
already using the technologies in some form.

According to the survey conducted 
by WCG CenterWatch and sponsored by 
Oracle Health Services, 16 percent (143) of 
the respondents familiar with AI/ML said 
they were using it for data collection, while 

11 percent were using the concepts for 
statistics. Trial management (10 percent), 
quality management (10 percent), site 
management (9 percent) and safety 
reporting (9 percent) were other reported 
uses. Central and local testing came in at 
the bottom of the list at 7 percent, tied 
with regulatory/IRB or independent ethics 
committee approvals. Other responses in-
cluded patient identification and research 
on predictive analytics.

A majority of respondents (62 percent) 
said increased trial speed was the top ben-
efit of using AI/ML, followed by improved 
quality (50 percent), reduced cost (45 per-
cent) and increased innovation (43 percent). 
Enhanced risk management (33 percent), 

Industry Using AI/ML to Improve Data, 
Quality and Trial Management, Survey Says
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COVID-19 Update  

COVID-19 Drug Research 
Roundup 
COVID-19 Vaccines:

The FDA last week granted Emergency 
Use Authorization (EUA) to Johnson & 
Johnson’s (J&J) single-dose COVID-19 vac-
cine after the agency’s vaccines advisory 
committee voted 22-0 in favor of it, finding 
that its benefits outweighed its risks for 
people age 18 and older. The EUA follows 
J&J’s announcement last week that trials of 
the vaccine showed it strongly protected 
against severe COVID-19 and fully pre-
vented hospitalization and death, includ-
ing for viral variants.

The FDA’s advisory committee brief-
ing document said that J&J’s single-dose 
COVID-19 vaccine is effective and prevents 
disease-related hospitalization, accord-
ing to a review of clinical trial data. In the 
company’s study of under 40,000 people, 
the J&J shot reduced moderate-to-severe 
COVID-19 cases by 66.1 percent when 
considering cases that occurred at least 
28 days following vaccination. A total of 
193 cases of COVID-19 occurred in the 
placebo group during this time vs. 66 
cases in the vaccine group. There were no 
deaths in the vaccine group, while seven 
COVID-19-related deaths were reported in 
the placebo arm. In South Africa, the J&J 
shot reduced severe or critical COVID-19 
by approximately 81.7 percent, starting 
at 28 days following vaccination. Overall, 
the company says the vaccine has shown 
to be 85 percent effective for preventing 
severe disease.

A phase 2 study has been launched by 
GlaxoSmithKline (GSK) and Sanofi to 
evaluate their co-developed adjuvanted 
recombinant COVID-19 vaccine candidate. 
The trial, which has started after a more 
than two-month delay, plans to enroll 
720 adult volunteers. Researchers will first 
determine the most appropriate antigen 
dosage for a phase 3 study planned for the 
second quarter of 2021. The phase 2 study 

will evaluate the safety, reactogenicity and 
immunogenicity with the two-dose regimen 
administered three weeks apart. The study 
will be conducted across sites in the U.S., 
Panama and Honduras. In their announce-
ment of the phase 2 trial, GSK and Sanofi say 
they also have started working on targeting 
emerging coronavirus variants. Pending 
findings from the planned phase 3 trial and 
regulatory approval, the companies expect 
to have a vaccine rollout occurring in the last 
quarter of this year. 

GSK also reported last week that signifi-
cantly more hospitalized COVID-19 patients 
age 70 and older were alive and free of 
respiratory failure after treatment with its in-
vestigational monoclonal antibody otilimab 
in a phase 2 clinical trial.

Pfizer and BioNTech have begun a trial 
to assess the safety and immunogenicity 
of a third dose of their COVID-19 vaccine, 
BNT162b2, against the coronavirus’ South 
African mutation and other potential viral 
variants. Participants will receive the booster 
shot six months to a year after they receive 
their two-dose vaccination regimen.

In the meantime, findings from a study 
published in The Lancet show that a single 
dose of Pfizer/BioNTech’s COVID-19 vaccine 
was associated with a 75 percent reduction 
in COVID-19 infection in 7,214 vaccinated 
healthcare workers. This reduction was 
observed between 15 to 28 days following 
inoculation. Additionally, researchers found 
that the single-dose vaccine was 85 percent 
effective for reducing symptomatic cases of 
infection. The study, which has not yet been 
peer-reviewed, was conducted in Israel, 
a country that has reportedly vaccinated 
around half of its population. In spite of the 
positive findings, the investigators said in 
their study results that a longer follow-up 
period is needed to determine the exact 
length of time a person is protected from 
COVID-19 following the single vaccine dose.

A pooled analysis of trials from the 
UK, Brazil and South Africa shows that 

the efficacy of AstraZeneca/Oxford’s 
COVID-19 vaccine may be higher when the 
two doses are given three months apart. In 
their study, researchers from the University 
of Oxford found that the vaccine held a 
55.1 percent efficacy rate when adminis-
tered six weeks apart vs. 81.3 percent ef-
ficacy when administered 12 weeks apart. 
These findings, which reflect those from an 
AstraZeneca primary analysis of the same 
trials, support the UK and World Health 
Organization (WHO) recommendations 
on vaccine administration timing. So far, 
AstraZeneca has not filed for Emergency 
Use Authorization, as its phase 3 trial in the 
U.S. remains ongoing.

Takeda Pharmaceutical has launched 
a 200-person, phase 1/2 study in Japan to 
evaluate a COVID-19 vaccine developed 
by Novavax. The study has been fully en-
rolled and includes participants age 20 and 
older. Takeda, which is also in the process 
of conducting a trial in Japan of Mod-
erna’s COVID-19 vaccine, says it expects to 
see results from the Novavax study in the 
second half of 2021. The Japanese phar-
maceutical company also says it plans to 
produce and supply more than 250 million 
doses of the vaccine. 
COVID-19 Therapies:

AstraZeneca has joined forces with 
Care Access Research, a decentralized 
research organization, for a phase 3 trial of 
the company’s investigational COVID-19 
antibody cocktail AZD7442. The study 
will examine the therapy’s efficacy and 
safety for postexposure prophylaxis as 
well as pre-emptive treatment in up to 
1,125 adult participants in the U.S. and 
the UK. Participants will include people 
living or working in long-term care centers, 
people who work in industrial and military 
environments, as well as anyone who has 
been exposed to the virus. Early test results 
from late-stage trials have shown that 
AZD7442 may be effective against two 

continues on next page »
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COVID-19 strains from the UK and South 
Africa. AstraZeneca entered its antibody 
cocktail into an international phase 3 trial 
in November and has enrolled 3,000 out of 
its planned 5,000 participants so far. 

The FDA has given the greenlight for 
Adamis Pharmaceuticals to proceed with 
a phase 2/3 study of its investigational 
COVID-19 therapy Tempol (MBM-02), fol-
lowing a safety review of the company’s 
Investigational New Drug (IND) applica-
tion. Adamis plans to evaluate the safety 
and activity of its therapy for preventing 
COVID-19-related hospitalization when 
given early in the course of the infection. 
Researchers will also examine inflamma-
tion markers and hospitalization rates 
among participants who receive Tempol vs. 
placebo. A total of 60 high-risk participants 
with comorbidities and early COVID-19 will 
be enrolled in the phase 2 portion of the 

study. If the data safety monitoring board 
finds the therapy safe, the phase 3 portion 
of the study will begin, with a second inter-
im analysis planned after 150 participants 
have been enrolled. The company says it 
plans to seek Emergency Use Authoriza-
tion if the studies find the therapy safe and 
effective for preventing hospitalization in 
patients with COVID-19.

Yale School of Medicine is in the 
process of launching a randomized trial 
to study whether a combination therapy 
comprising anti-inflammatory drug colchi-
cine and cholesterol-lowering medication 
rosuvastatin can reduce complications 
in patients with COVID-19. The study will 
enroll 466 patients across five sites in the 
Yale New Haven Hospital network. Pa-
tients will be randomly assigned to either 
the combination group with standard of 
care or standard of care alone. The Yale 

study is based on previous study findings 
that show colchicine can potentially re-
duce the inflammatory response observed 
with SARS-CoV-2. 

The Rambam Medical Health Care 
Campus and Ziv Medical Center in Israel 
have launched a phase 2 trial to investi-
gate Constant Therapeutics’ TXA127 as a 
potential treatment for COVID-19. To date, 
a total of 21 hospitalized patients with 
moderate COVID-19 have been enrolled in 
the 120-person trial. Once fully enrolled, 
60 patients will receive TXA127 and 60 pa-
tients will be assigned to placebo. A similar 
100-person phase 2 study at Columbia 
University Irving Medical Center and New 
York-Presbyterian Allen Hospital has been 
given the go-ahead by the FDA to study 
TXA127 for COVID-19. Researchers from 
the Israeli study suggest the trial will be 
completed within a four-month period.
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FDA Outlines Data Required 
for Modifying COVID-19 
Vaccines Against Viral Variants
Following through on its statement that it 
doesn’t expect COVID-19 vaccine sponsors to 
conduct separate large-scale trials to address 
variants of the virus, the FDA has outlined addi-
tional information the agency needs to amend 
current Emergency Use Authorizations (EUA).

The agency said it expects trials for modi-
fied vaccines will take approximately two to 
three months and consist of “a few hundred 
individuals.” The guidance, which replaces a 
guidance of the same name issued in Octo-
ber 2020, also encourages vaccine-makers 
to include both nonvaccinated participants 
and those previously vaccinated with the au-
thorized vaccine in trials for amended EUAs.

However, the agency’s new guidance 
says that evaluating the modified version 
in a larger safety database than initially 
planned for immunogenicity studies may 
be necessary. The FDA also released a guid-
ance last week on monoclonal antibody 
variant trials.

In addition, the FDA put out a revised 
guidance, first issued in May 2020, that 

outlines in a broader sense its recommenda-
tions for phase 2 and 3 clinical trials for drugs 
and biological products being developed for 
treating COVID-19 variants.

Read the COVID-19 vaccine guidance 
here: https://bit.ly/2O26BN7.

Read the COVID-19 monoclonal antibody 
guidance here: https://bit.ly/3b0oyVh.

Read the COVID-19 drugs and biological 
products guidance here: https://bit.ly/3ktk 
KyU.

CIR Submissions Show 
Ongoing COVID-19-Driven 
Trial Adjustments
Changes in COVID-19-related research (CIR) 
submissions surged suddenly in Spring 
2020, according to data from the WCG 
Knowledge Base, as sponsors and research-
ers quickly adjusted research plans with 
shifts to virtual study visits, remote mea-
surement of study endpoints and modi-
fications to informed consent processes. 
The surge peaked at 58 percent of all CIR 
submissions in April. By the end of 2020, 
however, COVID-19-related CIRs made up 
only 5 percent of all submissions.

In 2021, a small number of trials continue 
to adjust operationally around changing pan-
demic precautions, WCG says, shifting study 
visits and assessments from remote and 
virtual encounters back to in-person visits.

Survey Shows Ongoing 
Disruption of Clinical Trials 
Varies by Therapeutic Area
The pandemic is continuing to disrupt clini-
cal trials in 2021, but the impact varies by 
therapeutic area, according to data analysis 
firm GlobalData.

The number of disrupted oncology, 
gastrointestinal, respiratory and immunol-
ogy trials declined between April 2020 and 
February 2021, Global Data says. Oncology 
saw the largest decrease in the number 
of disrupted trials at 4.9 percent, followed 
by a 2.8 percent decline in the number of 
disrupted respiratory trials.

Meanwhile, the number of disrupted 
trials targeting musculoskeletal disorders, 
metabolic disorders, and cardiovascular 
and central nervous system (CNS) therapies 
increased between April 2020 and February 

continues on next page »
Changes in Research, January 2020 to January 2021

Source: WCG Knowledge BaseTM
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2021. CNS trials saw the largest increase at 
4.1 percent, followed by metabolic disorders, 
which increased 3.3 percent.

ICON to Acquire PRA Health 
Sciences in $12B Deal to 
Create Global CRO Juggernaut
ICON says it plans to acquire rival PRA Health 
Sciences in a $12 billion deal that would 
create one of the world’s largest CROs with 
the potential for a huge expansion into 
decentralized and hybrid clinical trials.

The merger would create the world’s 
second-largest CRO, after IQVIA. ICON cur-
rently ranks as the sixth-largest CRO in terms 
of revenue while PRA is the fifth-largest. 

Poll Finds U.S. CRA Turnover 
Rate Fell to 21 Percent 
in November
The rate of CRA turnover at U.S. CROs hit a 
new six-year low in November, declining 

to more than 21 percent, according to a 
newly released poll of 15 CROs.

CRA turnover fell by more than 5 
percentage points to 24.3 percent in 2019, 
down from 29.4 percent in 2018, while 
foreign CROs saw an increase in turnover 
rate to 20.3 percent in 2019, continuing a 
three-year upward trend.

Both the poll and the turnover rates 
are included in consulting firm BDO USA’s 
2020/2021 CRO Insights Report, a summary 
of the firm’s annual compensation survey 
that collects workforce data for 268 positions 
in the U.S. and 55 foreign countries. 

Despite the improvement in the U.S. 
turnover rate, BDO said it was still a sur-
prise and higher than expected because 
many believed the pandemic, and its 
effect on the job market, would result in 
more employees staying put. “However, 
this has not been the case,” the firm said, 
describing CROs’ human resources and 

management as “incredulous at the level 
of turnover.”

CROs have been unsuccessful in in-
creasing compensation for jobs with the 
highest turnover and have not changed 
their compensation levels in a meaningful 
way for the past decade, BDO says. The 
firm found clinical monitoring managers 
saw a 1.8 percent annual increase in base 
salary between 2010 and 2020, and a 
2.1 increase in total cash compensation. 
Clinical monitoring leads or specialists 
received a 2.4 percent increase in salary 
and a 2.2 percent increase in compensa-
tion over the same time frame. Level I, II 
and III CRA professionals received salary 
increases of 2.1, 1.7 and 2.2 percent, 
respectively, and compensation increases 
of 2.0, 1.6 and 2.1 percent, respectively, 
between 2010 and 2020.

Read the report here: https://bit.ly/3r5 
Xfic.
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This feature highlights changes in clinical 
trial organizations’ personnel.

Aevitas Therapeutics
Markus Peters, former chief operating of-
ficer of Gemini Therapeutics, takes the helm 
of Aevitas Therapeutics as its newest CEO.

Anokion SA
Deborah Geraghty has been named presi-
dent and CEO of Swiss biotech company 
Anokion. Most recently, Geraghty was 
Anokion’s chief operating officer.

Centessa Pharmaceuticals
Moncef Slaoui has been tapped to serve 
as chief scientific officer of Centessa 
Pharmaceuticals. Slaoui recently resigned 
from his chief scientific adviser post with 
the U.S. COVID-19 vaccine effort Operation 
Warp Speed.

Cue Biopharma
Cue Biopharma has named Matteo 
Levisetti senior vice president of clinical 
development. Levisetti was formerly the 
chief medical officer of DNAtrix.

Daiichi Sankyo
Daiichi Sankyo has appointed Ken Takeshi-
ta as the company’s global head of R&D. 

Takeshita previously served as senior vice 
president and global head of development 
at Kite Pharma.

Genmab
Tahamtan Ahmadi has been appointed to 
the newly created role of chief medical of-
ficer and head of experimental medicines at 
Genmab. Ahmadi was previously Janssen’s 
head of experimental medicine and early 
development oncology divisions.

GlycoMimetics
Eric Feldman has been promoted from vice 
president of global clinical development to 
chief medical officer of GlycoMimetics. Prior 
to joining GlycoMimetics, Feldman was chief 
medical officer at Amphivena Therapeutics.

Insilico Medicine
Ren Feng has been hired by Insilico 
Medicine to serve as the company’s chief 
scientific officer. Most recently, Feng was 
senior vice president at Medicilon.

Monopar Therapeutics
Laura Kelly has been appointed director 
of clinical operations at Monopar Thera-
peutics. Prior to this appointment, Kelly 
served as senior manager and clinical site 
lead at EMD Serono.

NovalGen
Amit Nathwani, founder of NovalGen, 
is now CEO of the company. Nathwani, 
who is a professor of immunology 
at University College London, previ-
ously served as chief scientific officer of 
Freeline Therapeutics.

OncoSec
OncoSec has named Bridget O’Keeffe vice 
president of clinical development. O’Keeffe 
was most recently senior director of clinical 
development for Nektar Therapeutics.

PYC Therapeutics
Glenn Noronha, former chief scientific 
officer at BridgeBio, has been named chief 
development officer of PYC Therapeutics.

Wugen
Biotech company Wugen has appointed Jan 
Davidson to the role of chief medical officer. 
Davidson was most recently senior director 
for clinical research at Macrogenics.

Zimmer Biomet
Vafa Jamali has signed on as the CEO of 
Zimmer Biomet’s new spine and dental 
spinout business NEWCO. Jamali was 
recently the chief commercial officer for 
Rockley Photonics.
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increased safety (32 percent) and reduction 
in trial failures (30 percent) were also identi-
fied as top benefits.

But AI/ML isn’t a quick fix, cautioned Elvin 
Thalund, director of industry strategy for 
Oracle Health Sciences; it’s a very different 
discipline. “When you have a very different 
discipline, you also need to learn things over 
again,” Thalund said. “The business under-
standing you had in the past is not necessarily 
what will be useful now, at least with devel-
oping systems. It’s also the same for technical 
skills. It’s a very different skill set to have.”

Thalund told CenterWatch Weekly that the 
use of ML can be divided into two groups: 
pattern finding and outcome prediction. 
He said that in clinical trials, ML can identify 
patterns of specific safety events, helping 
to boost the treatment’s safety profile. In 
outcome prediction, Thalund said ML can 
replace human data processing to address 
data queries and predict a resolution.

In addition to time, cost and qual-
ity, other benefits cited by respondents 
included increased innovation (43 percent), 
enhanced risk management (33 percent), 
increased safety (32 percent) and reduction 
in trial failures (30 percent). Additional ben-
efits mentioned included better representa-
tion of rural regions through telemedicine, 
greater efficiency in engaging patients and 
sites, identifying trends, increasing inclusion 
of diverse populations, better and quicker 
aggregation of trial outcomes, and advance-
ments in data collection.

When asked what the most important 
prerequisites were for making AI/ML a real-
ity, 23 percent of survey respondents said 
quality data, just ahead of availability of 
staff with technical knowledge (22 percent). 
Real-time data and large datasets were also 
identified as top prerequisites, at 16 percent 
and 14 percent, respectively.

A lack of knowledge (21 percent) was 
identified as the top impediment to adoption 

of AI/ML solutions, followed by funding (18 
percent), changes to procedures and systems 
(17 percent), unclear regulatory acceptance 
(16 percent) and change in management (14 
percent). Respondents with a business and 
technical understanding of AI/ML identified 
lack of knowledge as the biggest challenge, 
while those with just a technical understand-
ing said changes to procedures and systems 
(20 percent) was their top concern; unclear 
regulatory acceptance was second for that 
group at 18 percent.

In-house initiatives were identified by 
39 percent of survey respondents as the 
method by which they plan to implement 
AI/ML capabilities, followed by strategic 
partnerships (26 percent), vendor projects 
(14 percent) and industry collaborations (13 
percent). Forty-four percent of respondents 
with technical understanding of AI/ML said 
in-house initiatives were the implementation 
method of choice, placing strategic partner-
ships second on the list at 28 percent.

All survey respondents — including 
those who said they had “no knowledge” of 
AI/ML (41 percent), were also asked to iden-
tify the most positive and negative impacts 
the technologies would have on clinical 
trials. Faster site activation was identified 
as the top positive impact by 40 percent of 
respondents, followed by reduced risk (32 
percent), more patients (25 percent) and 
more patient engagement (19 percent). On 
the negative side, 57 percent of respondents 
fretted about increased system complexities, 
followed by higher costs at 15 percent.

“Frankly, I think all these aspects are 
possible in terms of top benefits, it just 
depends on what you’re optimizing for and 
the data you have to optimize,” Rohit Nam-
bisan, president of ML solutions company 
Lokavant, told attendees at a webinar on 
AI/ML in clinical trials last week. “Generally, 
our field has been a little slow in terms of 
aggregating data” needed to apply ML to 
these particular areas, Nambisan said. “It’s 
not surprising to me that increased speed is 

the area that many respondents are putting 
as the top choice.”

Artem Andrianov, CEO of risk-based 
management company Cyntegrity, said an 
increase in clinical trial speed gained from AI/
ML solutions was the topic of a recent discus-
sion with one large pharma company. He said 
the concepts were not an exception to the 
rule about “going slow before you can go fast.”

“What is very commonly forgotten is 
that the level of adoption [of ML] will not 
come on its own — there’s a huge change 
management aspect which needs to be 
incorporated in planning before it starts 
working,” Andrianov said. Implement-
ing AI/ML starts with addressing change 
management, education and involvement. 
“Increased speed only works when slowing 
down before,” he said.

Sponsors should be “willing to embrace 
what might be front-loaded complexity” in 
setting up AI/ML processes, said A.J. Triano, 
executive vice president for customer experi-
ence strategy at Syneos Health; the speed 
benefit would come later. Triano added that 
while there is plenty of debate over whether 
data volume, variety or velocity, or even 
structured or unstructured data, is the most 
important aspect for sponsors to tackle, he 
believes staffing will be the next issue to 
emerge when implementing AI/ML.

“There are so many companies that either 
tried to hire the expert company or the ex-
pert person,” Triano said. “You cannot imple-
ment this on the back of a single person. This 
is about a cross-functional team understand-
ing what AI means to the business and how it 
gets used. Then it’s about providing empow-
erment to [the business] to know that they 
are providing an adjudication role, providing 
feedback into the system to refine it.”

Marcy Kravet, head of the Operational 
Design Center at EMD Serono, said sponsors 
are very adept at collecting and structuring 
data, particularly around the milestones of a 
clinical trial, which they use to gain a better 

Industry Using AI/ML
(continued from page 1)

see Industry Using AI/ML on page 8 »
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Based on an average of 15 minutes of 
training time for each topic, Schilb says clini-
cal site staff working on studies for the spon-
sor were exempted from 392,664 training 
topics over a four-year period — eliminating 
98,166 hours in redundant training time. 
“That type of savings frees up significant 
time for clinical site teams to use for other 
important work,” he told webinar attendees.

Sponsors also are holding live virtual 
investigator meetings that include time 
for site staff and study teams to ask ques-
tions, Schilb says. Questions and answers 
from those meetings and subsequent dis-
cussions are being collected for ongoing 
FAQ documents made available through 
on-demand training solutions. Questions 
are added to the FAQ documents as they 
come up, making it a living document 
that will be useful for site staff well into 
the future, he says.

“It’s good to listen to the feedback from 
sites,” Schilb says. “One piece of feed-
back you might receive is that [protocol] 
amendments are coming so quickly, and 

you are asked to slow down. If there are 
dates that are set aside for interaction with 
sites, amendment training can be rolled 
out during those virtual meetings.”

While keeping all study training docu-
mentation ready for a possible audit by 
housing it in one location was a relatively 
easy lift for sponsors, Schilb says they are 
also now providing on-demand training, as 
well as training associated with protocols, 24 
hours a day, seven days a week. Sites should 
use the same kind of recordkeeping for 
training, not only for purposes of audits, but 
to be ready to train new staff.

Some sponsors have gotten creative 
in their efforts to build personal connec-
tions with sites despite the pandemic. After 
conducting a virtual investigator meeting 
for a new indication where they did not 
know the sites very well, Carrie Lewis, senior 
director for strategy, oversight and training 
at Endo Pharmaceuticals, says her company 
“planned to attend a conference where most 
of our sites were going to be attending to 
build relationships. Even if you need to have 
that face-to-face time, there might be other 
ways to do it, and you can still have virtual 

training that really fits the needs of a study 
or [in-house] training need.”

Still, virtual interaction can help build a 
sponsor’s trust in sites and vice versa, Schilb 
says. “[Sites] are provided with a well-devel-
oped, fully vetted protocol. Sponsors should 
be confident that the investigators and their 
site staff have thoroughly reviewed that pro-
tocol and they will rely on it as their primary 
roadmap for conducting that trial.”

But the industry has also discovered that 
there are challenges to going virtual. Switch-
ing to virtual training can sometimes mean 
overhauling training and teaching trainers 
new technologies. 

And not everything is best accomplished 
virtually. “I wouldn’t want to see everything 
go totally virtual, let’s put it that way,” Janet 
Ellen Holwell, an independent clinical 
research consultant and trainer, bluntly told 
CenterWatch Weekly. “I don’t think that there’s 
a good substitution for some training to be 
done in-person. You can simulate some of 
the interactivity by using breakout rooms 
and that sort of thing, but it’s not quite the 
same as having folks in the same room and 
having them with hands-on experiences.”

Virtual Training
(continued from page 1)

understanding of trial timelines and the du-
ration of different processes. “That’s the data 
that is well-structured right now from a clini-
cal operations perspective, so that’s where 
the initial use case for speed is,” she said. 
“What’s really promising is that once that’s 
implemented and people see the value of 
[AI/ML], they’re going to pivot to the quality 
piece. The challenge with the quality is the 
datasets we have to work with.”

Kravet said she thinks most organizations 
will ultimately choose to combine their in-
house efforts with either a vendor or a strate-
gic partner, much like EMD Serono, an affiliate 
of Merck, has done. “We had some capabilities 
in-house,” she says, “yet we felt there were still 
gaps, so instead of spending the time and en-

ergy, we found a strategic partner where we 
could collaborate on our ML projects. I think 
there are going to be very few organizations 
that can do this completely internally.”

Andrianov agreed, adding that the chal-
lenge wasn’t the technology itself — there 
are off-the-shelf options available — but 
rather the quality of the data being entered 
to teach AI/ML systems. “One to three or 
even 30 studies aren’t enough for providing 
reliable output,” he said. “We need to speak 
about hundreds of studies, and there are few 
companies worldwide that have hundreds 
of studies in their portfolio. Collaboration is 
the only one solution for that, in my mind.”

Respondents to the survey consisted of 72 
percent sites, 12 percent sponsors, 9 percent 
CROs and 3 percent consulting companies. 
Clinical operations was the functional area of 

responsibility for 43 percent of respondents; 
12 percent represented senior management. 
Other areas of responsibility included study/
site coordination or management, regulatory 
or compliance functions, contracting, finan-
cial management, facilities management, 
business development and outsourcing.

Nambisan said one downside to utilizing 
AI/ML in clinical trials is that it can make 
things very complicated. “Our industry wants 
solutions, they don’t want more problems,” 
he said. “The question is how to leverage ML 
to the extent that it can drive action to users 
that are nontechnical in nature. It needs to 
be something that nontechnical users can 
understand what the action to take is, and 
have that action be a closed loop back with 
the [AI/ML] model itself so we can learn from 
each interaction.”

Industry Using AI/ML
(continued from page 7)
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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

Pfizer

BioNTech

COVID-19 vaccine COVID-19 first women in the late 
stages of pregnancy dosed 
in a clinical trial 

pfizer.com

biontech.com

AstraZeneca

Oxford University

COVID-19 vaccine COVID-19 initiation of patient 
enrollment of children age 
6 to 17

astrazeneca.com

GlaxoSmithKline 

Sanofi

recombinant-
protein COVID-19 
vaccine with new 
antigen dosages

COVID-19 initiation of phase 2b trial 
with revamped vaccine 

gsk.com

sanofi.com

Biophytis Sarconeos (BIO101) acute respiratory failure 
associated with COVID-19

patient enrollment 
underway in France and 
Belgium for part 2 of phase 
2/3 trial

biophytis.com

PTC Therapeutics PTC299 patients hospitalized with 
COVID-19

initiation of the second 
stage of a phase 2/3 trial

ptcbio.com

Novavax NVX-CoV2373 COVID-19 vaccine completion of patient 
enrollment in phase 3 trial

novavax.com

Pharma Mar Aplidin (plitidepsin) hospitalized patients with 
moderate COVID-19 infection

approval from the Medicines 
and Healthcare products 
Regulatory Agency for UK 
patients to enroll in phase 3 
NEPTUNO trial

pharmamar.com

Other Trials and Actions

NeoImmuneTech NT-I7 progressive multifocal 
leukoencephalopathy

IND approved by the FDA neoimmunetech.com

Curocell CRC01 relapsed/refractory diffuse large 
B-cell lymphoma

IND approved by the 
Ministry of Food and Drug 
Safety of South Korea

curocellbtx.com

Dialco Medical DIMI renal 
replacement system

hemodialysis Investigational Device 
Exemption (IDE) granted by 
the FDA

dialco.ca

Gala Therapeutics RheOx Bronchial 
Rheoplasty System

chronic bronchitis IDE granted by the FDA galatherapeutics.com

AbFero 
Pharmaceuticals

SP-420 myelodysplastic and myelofibrosis 
patients with transfusional iron 
overload 

initiation of phase 1 trial abferopharmaceuticals.com

LG Chem Life 
Sciences

LG00303174 chronic inflammatory diseases first patient dosed in phase 
1 trial

lgchem.com

Longeveron Lomecel-B hypoplastic left heart syndrome completion of phase 1 trial longeveron.com

INOVIO INO-4500 DNA 
vaccine 

Lassa fever first patient dosed in phase 
1b trial

inovio.com

Locus Bioscience LBP-EC01, a CRISPR-
Cas3-enhanced 
bacteriophage 

Escherichia coli (E. coli) bacteria 
causing urinary tract infections

completion of phase 1b trial locus-bio.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
Salarius 
Pharmaceuticals

seclidemstat relapsed and refractory Ewing 
sarcoma and Ewing-related 
sarcomas

initiation of expansion stage 
of ongoing phase 1/2 trial

salariuspharma.com

Cartesian 
Therapeutics

Descartes-11 newly diagnosed high-risk 
multiple myeloma

initiation of phase 2a trial cartesiantherapeutics.com

Bridge Biopharma

ML Bio Solutions

BBP-418 limb-girdle muscular dystrophy 
type 2i

first patient dosed in phase 
2 trial

bridgebio.com

mlbiosolutions.com

Ocuphire Pharma Nyxol and low-dose 
pilocarpine

presbyopia first patients enrolled in 
phase 2 trial

ocuphire.com

Stealth 
Biotherapeutics

elamipretide dry age-related macular 
degeneration with geographic 
atrophy

patient enrollment complete 
in phase 2 trial

stealthbt.com

Akero Therapeutics efruxifermin nonalcoholic steatohepatitis initiation of phase 2b trial akerotx.com

The Center for Probe 
Development and 
Commercialization

[18F]PSMA-1007 diagnostic imaging product 
targeting prostate-specific 
membrane antigens

initiation of phase 3 trial imagingprobes.ca

Immunocore tebentafusp uveal melanoma Breakthrough Therapy 
designation granted by the 
FDA 

immunocore.com

Dascena GI Bleed Risk Alert 
System 

early prediction of gastrointestinal 
bleeding in adult patients in a 
hospital setting

Breakthrough Device 
designation granted by the 
FDA

dascena.com

Regeneron

Sanofi

Libtayo 
(cemiplimab-rwlc)

first-line treatment for advanced 
nonsmall-cell lung cancer with 
high PD-L1 expression (≥50%)

approved by the FDA regeneron.com

sanofi.com

EndoClot Plus EndoClot 
Polysaccharide 
Hemostatic System

management of bleeding during 
GI procedures

approved by the FDA endoclot.com

By Mike Ingram

T here is an increasing e�ort in the 
industry to mesh clinical trials with 
clinical care and the line between 

the two must be made more permeable, 
says Johnathan Casey, an assistant profes-
sor of pulmonary critical care at Vander-
bilt University Medical Center. 

“If you have research that’s embedded in 
clinical care, you’re testing treatments in 
the populations that are most likely to be 
getting them outside of a trial,” he says. A 
practice-based model also makes recruit-
ment easier, he says, since it’s built into 
established clinical practice, with doctors 
and other healthcare providers acting as 
a natural bridge between researchers and 
study subjects.

Casey notes that traditional trials re-
quiring massive investment in patient 
recruitment makes sense for certain stud-
ies, he says, like �rst-in-human trials for 

new drug treatments, where patient safety 
concerns dictate a tightly controlled study 
population, rigorous screening and a la-
bor-intensive informed consent process. 
But for other studies, he argues — com-
parative e�ectiveness studies of existing 
drugs, for instance, or new indications for 
drugs with established safety protocols —
that work can be counterproductive.

Comparative studies, Casey says, are 
particularly important for e�ective trans-
lation, and they can be carried out relative-
ly inexpensively in a practice setting. As a 
critical care doctor in the ICU, he says, he 
regularly faces decisions “for which there 
is no real data.” In many cases, there may 
be two or more treatment options for a 
given disease or medical situation, and no 
good way to decide which would be more 
e�ective. “Some doctors will choose one, 
and some doctors will choose the other. 
And eventually, if we decide we really 
need to know which option is best, we’ll 

bring in a research team, totally separate 
from clinical care, and we’ll cherry-pick 
who to test the drug on.”

Instead, he suggests it would be better 
to randomize that treatment decision and 
then study it, collecting data on the dif-
ferent options. �is would require over-
coming some patient — and physician — 
resistance to the idea of randomization, 
he admits, but he maintains that the re-
sistance is based on a “false con�dence” 
that these physician decisions are based 
on evidence.

“In the current system, one doctor 
makes one choice, and I make a di�erent 
choice, and our patients experience all the 
bene�ts and risks of that choice. But we 
don’t learn anything.”

Hospitals, he suggests, could be incen-
tivized to improve outcomes through re-
search. But not all hospitals — and few phy-
sician practices — are equipped to handle 

Translational Research Key to Meeting 
Real-World Needs During Pandemic
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Phase 2 Trials Remain Biggest Hurdle to  
Clinical Success Rates, New Study Shows

March 2021 A CenterWatch Publication Volume 28,  Issue 03

see Phase 2 Trials on page 6

By Charlie Passut

T he percentage of clinical trials that 
make it through all three phases to 
win regulatory approval is less than 

8 percent over the past decade, leading 
clinical trial professionals to question 
whether they should be pulling the plug 
earlier on struggling trials.

Phase 2 remains the biggest hurdle, 

researchers have found. �e chances of 
making it through to phase 3 and on to 
approval are only 28.9 percent, compared 
to the likelihood of approval (LOA) for 
phase 1 (52 percent) and phase 3 (57.8 per-
cent). 

“Fail early and fail fast” is a universal 
philosophy in the trial world, says Ari 
Brettman, coauthor of a new study from 
BIO, Informa and QLS that looked at the 

outcomes of 12,728 trials from 2011 to 
2020. 

 “You want to take more of your risk 
early when studies are quick and they’re 
much less expensive,” Brettman told at-
tendees at a webinar on the study last 
week. “Frankly, you want to be taking a 
minimal amount of risk in phase 3.”

Trials that used patient preselection 

see Translational Research on page 4
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Regulatory Update
InReview

EMA Expands Use of Remote Source 
Data Veri�cation in Clinical Trials

�e European Medicines Agency 
(EMA) will now permit remote source 
data veri�cation (rSDV) in trials dealing 
with serious or life-threatening condi-
tions as long as measures are in place to 
protect patients’ private data.

�e remote option is allowed in cases 
in which critical data must be veri�ed to 
avoid unacceptable risks to participants’ 
safety or the reliability or integrity of trial 
results, the guidance says. �e EMA also 
expanded rSDV in cases “involving par-
ticularly vulnerable participants, such as 
children or those temporarily or perma-
nently incapable of giving their informed 
consent.”

Before using rSDV, the EMA said, 
trials should have a plan for protect-
ing patients’ privacy that could include 
such features as a policy on how a site 
can share deidenti�ed participant docu-
ments with CRAs, security controls that 
limit remote access to patients’ electronic 
medical records or a system for video re-
view of medical records that does not re-
quire sending data directly to CRAs and 
does not allow them to record images 
during the review. 

Read the EMA’s guidance here: https://
bit.ly/3q09sEp.

FDA Launches Program to Support 
Clinical Trial Enhancement Tools

�e FDA is pilot-testing a new pro-
gram to develop two to four innovative 
projects that can help improve remote or 
decentralized trials or increase the use of 
wearables in trials.

�e Innovative Science and Technol-
ogy Approaches for New Drugs (ISTAND) 
program is designed to incentivize trial 

approaches that don’t �t under the FDA’s 
existing Drug Development Tools (DDT) 
program, which quali�es such tools as bio-
markers and clinical outcomes assessment. 

Just like the DDT program, once a new 
tool or approach is approved under the 
ISTAND program, future trials will be 
able to use it without �rst applying to the 
agency for permission.

Examples of ideas the FDA would like 
to support include using patient-per-
formed digital photography to commu-
nicate dermatological developments, ar-
ti�cial intelligence-based algorithms that 
help evaluate patients, develop novel end-
points or inform trial design, and digital 
technologies for patient assessment, such 
as wearable devices.

For information on applying to the pro-
gram, click here: https://bit.ly/3uegwQ6. 

Gene Therapy Trials to Get  
New Guidances in 2021,  
FDA’s Biologics Center Says

�e FDA will address trials of new gene 
therapy treatments in upcoming guidanc-
es, according to the agency’s Center for Bi-
ologics Evaluation and Research (CBER).

CBER’s 2021 plan also includes issu-
ing guidances on trials of products for 
neurodegenerative diseases and develop-
ment of chimeric antigen receptor T-cell 
(CAR-T) therapies. Also included on the 
list is a dra� guidance on COVID-19 con-
valescent plasma that the center issued 
last month. �e CBER agenda comes one 
week a�er the Center for Drug Evaluation 
and Research released its 2021 guidance 
plan (CenterWatch Weekly, February 1).

CBER did not specify when it will issue 
the guidances.

Read CBER’s guidance agenda here: 
https://bit.ly/3jgRUl2.

Woodcock: Network of Trials 
in Community Practices Would 
Yield Better Results

�e clinical trials industry’s experi-
ence with COVID-19 makes one thing 
very apparent, says Acting FDA Com-
missioner Janet Woodcock: the current 
decentralized structure of trials around 
the world hampers researchers’ ability to 
get out in front of the virus.

�e current clinical trials ecosystem 
allows too many duplicative and under-
powered trials, Woodcock said, and cre-
ates more competition than collabora-
tion. “What we saw with the pandemic 
was simply the expected outcome of the 
system that we have.”

It’s time to make some changes, Wood-
cock told attendees of a National Acade-
mies of Sciences, Engineering and Medi-
cine (NASEM) workshop last month, and 
to learn from today’s failures to prepare 
for future crises. 

Woodcock, considered in many circles 
to be the frontrunner for leading the 
FDA in an o�cial capacity, suggested 
that stakeholders build and the federal 
government support a community-based 
trial network to be better prepared for 
the next pandemic. “Community sites, 
we learned during this pandemic, can be 
supported by specialized CROs or other 
organizations that supply the education 
and expertise to enable clinical research,” 
she said. “Central IRBs and simpli�ed 
data that can be collected from [electron-
ic health records] are now ubiquitous and 
can lower the procedural and monetary 
costs.” 

�e concentration of research at aca-
demic medical centers creates needless 
competition for the same pool of trial 
participants, she said. “Meanwhile, vast 

see Regulatory Update on page 3
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Virtual Conferences

MARCH 23 & MARCH 25, 2021 

Data Integrity for GCP 
Professionals: Core 
Requirements, Expectations 
and Challenges 
10:00 a.m. – 4:30 p.m. EDT

This interactive virtual work-
shop 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 cre-
ation through long-term archives.

APRIL 26-29, 2021 & MAY 3-6, 2021 

MAGI’s Clinical Research 
vConference 
11:00 a.m. – 5:00 p.m. EDT

A meeting that matters… more 
than ever. MAGI sessions and 
workshops emphasize practical tips 
based on real-life examples, with 
lots of interaction.

SEPT. 28 – SEPT. 30, 2021 

Clinical Trial Risk & 
Performance Management 
vSummit 
9:00 a.m. – 4:00 p.m. EDT

Through this summit, you’ll have 
the opportunity to delve into the 
ways metrics can help you navigate 
your clinical trials with thoughtful 
effort and unprecedented success.
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