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By James Miessler

Staff at Cedars-Sinai Medical Center 
had their hands full implementing 
two new major technology systems 

over the past two years. Then the pandemic 
hit, adding a huge burden to already-
strapped employees, who managed a record 
141 trial agreements by the end of last year.

And 2021 is looking even better; the insti-
tution experienced a 25 percent increase in its 
volume of agreements, to 176 this fiscal year 
from 141 in fiscal 2020, mostly due to COVID 
studies. At the same time, amendments 
doubled to 200. And despite facing its highest 
volume of agreements last year, the Office of 
Research Administration (ORA) was able to 
turn contracts around in just 85 days, down 
from the previous pace of 120 days.

“In addition to [staff] doing their regular 
jobs, they were now tasked with learning a 
new system, thinking about different ways 
to do things, thinking about who was going 
to be doing things, who on the team would 
be managing what part of the process, what 
other departments did we need to engage 
with,” says Tricia Pearce, Cedar-Sinai’s associ-
ate director of clinical trial administration.

“We recognized staff was drowning in 
their work and we had lost a few folks at 
once, and so I wish, looking back, that we 
had asked for help a little bit sooner,” Pearce 
said during a recent WCG webinar. 

To remedy the situation, they took an “all-
hands-on-deck” approach, Pearce said, which 
involved cross-training staff members in areas 

Cedars-Sinai Supplements Staff to Survive 
Hurdles: Pandemic and New Systems

By James Miessler

The switch to virtual site training dur-
ing the past year has not only saved 
time and travel, it’s allowed staff to 

have access to quick on-demand reference 
materials from their training they can refer 
to as they encounter real-world situations.

Because the training and reference mate-
rial is in the cloud, a quick visit guide, for 
example, can be pulled up by a coordinator 
on a tablet while they’re with a patient.

“Before, I’d say 50 percent never even 
went back in and looked at [the training ma-
terial.] It’s where they go now,” says Ericka At-
kinson, vice president of operations at WCG 
Trifecta. “You’d have like an hour-and-a-half-
long protocol presentation — now they’re 
20 minutes. We’re starting to see those 

quick reference tools used, because I believe 
sponsors are realizing that these people are 
working on multiple trials, and it’s hard to 
remember everything that you trained on 
two months prior to seeing a patient.”

Such platforms also cut down on re-
dundant training for sites, especially those 
that are conducting multiple studies of 
the same compound. For example, instead 
of having to take GCP training for each 
study, users are exempted as long as they 
have an active GCP certificate, Atkinson 
said. And if the trial involves the same 
compound, they don’t have to go through 
the compound overview more than once 
because they already took it on the previ-
ous study, she added.

Industry’s Approaches to Site Training Are 
Evolving for the Better, Experts Say
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Florida Atlantic University 
Creates Model to Predict 
Success of COVID-19 Trials

Researchers at Florida Atlantic Univer-
sity’s College of Engineering and Computer 
Science have become the first to model 
the probability of COVID-19 trials finishing, 
terminating, pausing or being withdrawn 
using machine learning algorithms.

Their study, published in PLOS ONE, 
downloaded 4,441 COVID-19 trials listed 
on ClinicalTrials.gov for analysis. Accord-
ing to the study findings, their model was 
accurate in predicting success or failure 
for COVID clinical trials, and the results 
showed computational methods were 
effective at helping to understand differ-
ences between completed and ceased 
trials. They also showed that such models 
can predict the status of a COVID trial with 
sufficient accuracy and help in planning 
and reducing costs for trials.

They used four feature types (statistical 
features, study keywords, drug features and 
embedding features) to understand trial 
administration, eligibility, study informa-
tion, criteria, drug types, study keywords 
and embedding features frequently used in 
machine learning. Using those categories, 
the researchers generated 693 dimensions 
to represent each clinical trial pulled from 
ClinicalTrials.gov. The study found that while 
drug features and study keywords were the 
most informative of the feature types, all 
were needed to accurately predict a trial’s 
success or failure.

The researchers said they will conduct 
further evaluation of features found to be 

associated with trial completion vs. cessa-
tion and plan to deliver interpretable results 
experts can use to understand what types of 
trials are more and less likely to make it past 
the finish line.

Read the full study here: https://bit.ly/3le 
TqXF.

WCG Acquires CNS Trial 
Solutions Provider VeraSci

WCG has purchased VeraSci, an eClinical 
software provider that supports the design 
and execution of central nervous system 
(CNS) disorder trials.

VeraSci uses innovative solutions to 
improve the quality of data in CNS trials 
and enable virtual capabilities, including 
endpoint and assessment services, trial 
rater training and certification, language 
and translation services and electronic 
clinical outcome assessment (eCOA)/elec-
tronic patient-reported outcome (ePRO) 
technologies. The company’s experience 
runs the gamut of CNS clinical trials from 
single-site phase 1 studies to global phase 
3 studies.

According to Lindsay McNair, chief medi-
cal officer of WCG, the average development 
time for CNS disorder drugs takes 20 percent 
longer than drugs for other indications. In 
addition, CNS drugs take 38 percent longer, 
on average, to earn regulatory approval, she 
said. These longer times stem mainly from 
limitations in understanding the underlying 
disease and in identifying/measuring ap-
propriate endpoints, McNair said.

“[VeraSci’s] combined experience and 
expertise in clinical psychology, neurosci-

ence, clinical pharmacology and regula-
tory science, with particular emphasis on 
technology-enabled, remote endpoint 
assessments, will be extremely valuable to 
clients and, more broadly, our industry, as 
we work together to enable advances in 
CNS treatments, which improvements in 
the clinical trial process have tremendous 
potential to accelerate,” McNair said.

VeraSci will be renamed WCG VeraSci 
going forward, with its leadership struc-
ture and Durham headquarters remaining 
unchanged.

NIH Launches Online 
Patient Recruitment Tool 
for Alzheimer’s Trials

To spur greater participation of under-
represented populations in clinical trials on 
Alzheimer’s disease and other related de-
mentias, the NIH’s National Institute of Aging 
(NIA) has created an online recruitment tool.

Dubbed Outreach Pro, the NIA’s new tool 
can be used by researchers and clinicians 
to create participant recruitment materials 
for clinical trials, including websites, videos, 
handouts and social media posts.

NIA Director Richard Hodes said the tool 
is designed to help researchers connect with 
Black and Hispanic communities, providing 
content libraries of materials specifically 
designed for these groups that are written 
in both English and Spanish. By fall, the NIA 
intends to add materials intended to recruit 
Asians and Pacific Islanders.

According to the NIA, it currently sup-
ports 270 Alzheimer’s and related demen-
tia trials.

                       LEARN MORE AT MCC-SUMMIT.COM

4th Annual Clinical Trial Risk & Performance 
Management Collaboration vSummit

Sept. 28-30, 2021 
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“It is saving sites so much time,” she said. 
“On average, 90 percent of our users are ac-
tive on more than three studies within [our 
platform]. If you can save sites that much 
time getting up to speed training, that’s 
more time with patients.”

The system also gathers information on 
knowledge retention using assessments that 
are done in stages. For instance, in the case 
of raters who are assessing disease state in 
a trial, the platform tests users on their con-
sistency of rating and disease assessment, 
providing sponsors with a picture of rater 
reliability and consistency.

“Sometimes that matters on a trial and 
sometimes it doesn’t, but it allows the spon-
sor to see how sites are performing in the 
real world,” Atkinson said.

In addition, the company’s platform al-
lows site staff to view the trial’s investigator 
meeting on demand in case not everyone 
was able to attend, turning it into an asset 
for the duration of the trial where in the past 
it was a one-time event, she said.

“They’re also pushing amendments 
through the on-demand system to ensure 
they have training documentation in the 
event of an audit … but then what we’re 
seeing is we’re doing a lot of web-based 
meetings for Q&A, for site engagement, 
refreshers, and sites are talking. Sites are 
speaking up,” she said.

The need for the greater adoption of 
better site training methods is apparent 
in the compliance issues that still remain, 
said Beth Harper, chief learning officer of 
Pro-ficiency, a firm that offers remote good 
clinical practice (GCP) and informed consent 
simulation training for sites. The top FDA 
clinical investigator inspection finding has 
historically been, and continues to be, inves-
tigators failing to follow their investigational 
plans, she noted.

While some FDA findings stem from 
issues that are out of sites’ hands, such as 

inclement weather barring a participant 
from coming to the site on schedule, many 
deviations that get written up are avoid-
able, according to Harper, who also serves 
as acting workforce innovation officer for 
the Association of Clinical Research Profes-
sionals (ACRP).

“A lot of the deviations are things that 
are within the control of the sites, they just 
didn’t understand the protocol or they 
made a mistake, and so we have to just keep 
asking, if our current training was so good, 
we should have zero deviations that are pre-
ventable,” Harper told CenterWatch Weekly.

In Harper’s view, sponsors should take a 
step back and consider whether they view 
site training as a way to mitigate risk or as a 
compliance box to tick off and be done with. 
Adopting a better training strategy from the 
beginning can help prevent mistakes in the 
first place, she said, instead of having a CRA 
come in and find issues.

Pro-ficiency’s simulation platform, while 
it’s done remotely, views site training as an 
opportunity to not just provide information 
and knowledge checks, but to verify that 
trainees can apply the knowledge in real-life 
situations and take the appropriate actions 
when things go wrong. Using the platform, 
sites go through simulations of the most 
critical things likely to go awry in their trials 
and try to prevent the deviations from oc-
curring, Harper explained.

“Think of simulation for pilots. We don’t 
teach pilots how to fly planes just by read-
ing a thousand-page manual. They have to 
spend hours in the simulator, simulating, oh 
my gosh, a bird flew into the engine, what 
do you do?” she said.

“That’s the idea of what we do. We have 
a platform and we go through a process. It’s 
elearning in the sense each individual does it 
remotely, but it’s not a typical elearning mod-
ule that you’re just providing information 
and some knowledge checks. We’re actually 
testing if people can apply the knowledge.”

Elearning modules grew to become a 
popular modality for training sites over the 
years, but they were “probably overused 
and not that effective” as they caught on, 
she noted. Similarly, Zoom meetings and 
recorded webinars have seen a much greater 
use as a result of the pandemic, but the same 
tired compliance problems persist, warrant-
ing a deeper look at what’s behind them.

Those remote technologies pose their own 
sets of problems for site training. Elearning 
is often an unpleasant, loathed experience 
for investigators and study coordinators who 
need to address things that go wrong in the 
trial, not memorize stuff for hours, Harper said.

“They would have these clocks, they 
would do something, like if you weren’t 
paying attention, you had to click a button 
… [or] you’d have to start over. They were 
kind of monitoring you like big brother,” she 
said. “Some of them might have some quiz 
questions in there, but … we’re not trying 
to teach them to be good test takers — we 
know that, they went to medical school and 
so forth. We’re trying to make sure they can 
apply what’s really unique about my study 
compared to some other studies.”

Zoom meetings and recorded webinars 
can also bore trainees, as they don’t really 
engage site staff and can take hours to get 
through while failing to offer interactive 
opportunities, such as asking questions, the 
same way as face-to-face meetings, she said.

Site Training
(continued from page 1)

“Think of simulation 

for pilots. We don’t teach 

pilots how to fly planes 

just by reading a thousand-

page manual.”

—Beth Harper, chief learning officer of 
Pro-ficiency

see Site Training on page 4 »
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Harper believes that sponsors are mov-
ing, albeit slowly, toward the risk mitigation 
mindset and realizing that the potential for 
noncompliance should be considered a key 
risk that can be managed with a more cre-
ative or strategic approach to site training. 

“If we expect a lot of deviations in certain 
areas or we have something really complex, 
we need to make sure that we actually have 
a quality way to teach the sites how to do 
those complex things, to teach the CRAs so 
they understand what the sites are going to 
go through, and they can monitor or help 
coach them more effectively,” she said.

Additionally, those gunning to be spon-
sors of choice are starting to see strong site 
training strategies as ways to stand out to 
sites they’re competing for. Sponsors that 
employ more engaging ways of training 
their sites instead of, for example, an eight-

hour recorded webinar, may attract more 
sites to work on their studies, Harper noted.

While there may still be work to be 
done in opening minds across the board, 
there’s been great evolution in how spon-
sors think about site training and what 
sites actually experience.

“Some are slower adopters than others, 
but as a whole I’d say the industry is so much 
more mindful about what they’re putting 
out vs. what they used to put out. If you saw 
some of the old content … it was terrible. It’s 
not terrible anymore. It’s pretty darn mind-
ful,” Atkinson said.

Site Training
(continued from page 3)

Learn more at www.centerwatch.com/pitrainer

The PI Trainer
An Interactive Companion to 
The PI’s Guide to Conducting
Clinical Research

This new visual, interactive online course 
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the increasing demands of the PI role 
and expedite your career trajectory along 
with earning 3.0 education units.
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outside of their normal jobs. For example, the 
assistant manager was trained on intake ac-
tivities, the principal contract officer learned 
to review budgets, and budget officers 
helped push studies from the new clinical trial 
management systems (CTMS) to the institu-
tion’s electronic medical record system, roles 
that none of them normally handled.

ORA also outsourced work to provide 
extra support for staff, Pearce said, noting 
that it was nearly impossible to fill open posi-
tions during that time. Cedars-Sinai chose to 
enlist the services of an outside firm, WCG, to 
help handle certain agreements and a rising 
number of clinical trial amendments that 
staff couldn’t keep up with.

“One of the most important things for 
us was letting staff know that the reason we 
were engaging with WCG wasn’t because they 
couldn’t do their job or they couldn’t keep up 

with work, but it was more help, help is on the 
way. This is all we can do right now,” she said. 
“We had positions posted … that sat open for 
six months, where we might have gotten one 
resume that was actually decent enough to 
interview. As much as we wanted to hire and 
fill those roles, we didn’t have any options.” 

Because the institution had not increased 
its site startup costs in a number of years, 
the increased fees from engaging with WCG 
didn’t garner any pushback from sponsors, 
Pearce said. To handle the increase in startup 
costs, the institution added the fees to its ad-
ministrative startup cost, combining it with 
its regular startup cost instead of making it a 
separate fee. 

In addition to outside help, Pearce said 
Cedars-Sinai’s ORA established a two-tiered 
bonus plan for staff, paying an estimated 
$5,000 after the first six months of contract 
work and another $5,000 if the employee 
stayed for a full year. The tool proved 

beneficial and helped keep employees from 
leaving during that time, Pearce said, noting 
that they didn’t lose a single staff member.

Pearce’s team also went to Cedars-Sinai 
leadership and asked permission not to re-
spond to the inquiries that were constantly 
being sent by principal investigators, study 
teams and sponsors who wanted to know 
the status of their contracts. Although there 
was some pushback from principal investi-
gators, the institution’s leadership and most 
of its clients understood that task needed to 
be eliminated to give priority to work that 
was piling up.

“We still have a couple open positions 
that we’re having trouble recruiting for, but 
the staff that we do have on board right now 
is truly engaged and really invested in the 
work,” she said. “I think, with a more man-
ageable portfolio, everyone is just happier.”

To access the webinar, click here: https://
centerwatch.com/WCG-case-study.

New Systems
(continued from page 1)
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Clinical Trial Site  
Management 

 
Take your clinical trials — and your career — to a new level of success. 

Best Practices for Clinical Trial Site Management clarifies the regulatory requirements 
for clinical trials, especially for regulatory inspections. It also enables you to stay on top 
of broad-brush policy issues that can impact your current — and future — trials. 

This compilation of articles handpicked from the pages of Research Practitioner,  
CenterWatch’s trusted bimonthly professional development journal, has the hands-on, 
in-depth guidance you need to perform a variety of practical job responsibilities.

Successfully coordinate all aspects  
of your day-to-day site  
management responsibilities. 

Learn more:  www.centerwatch.com/bpctsm Contact Sales: sales@centerwatch.com  617.948.5100

Order your copy today!

https://centerwatch.com/WCG-case-study
https://centerwatch.com/WCG-case-study
https://www.centerwatch.com/products/536?hittrk=CWW


Copyright © 2021 by WCG CenterWatch   CWW2529

CenterWatch Weekly   Aug. 2, 2021 6 of 8

http://pubads.g.doubleclick.net/gampad/clk?id=5746654076&iu=/20574322/C-CWW_PDF_ALL


Copyright © 2021 by WCG CenterWatch   CWW2529

CenterWatch Weekly   Aug. 2, 2021 7 of 8

Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status Sponsor Contact
Alzamend Neuro AL001 dementia related to mild, 

moderate and severe cognitive 
impairment associated with 
Alzheimer’s disease

IND approved by the FDA alzamend.com

Kronos Bio  lanraplenib relapsed/refractory and newly 
diagnosed acute myeloid leukemia

IND approved by the FDA kronosbio.com

NeoImmuneTech NT-I7 (efineptakin 
alfa)

Kaposi sarcoma in patients with or 
without HIV infection 

IND approved by the FDA neoimmunetech.com

I-Mab efineptakin alfa advanced solid tumors IND approved by the Center 
for Drug Evaluation of the 
China National Medical 
Products Administration for a 
phase 2 trial

i-mabbiopharma.com

Arcturus 
Therapeutics

ARCT-810 ornithine transcarbamylase 
deficiency

clinical trial authorized by the 
UK Health Research Authority

arcturusrx.com

Synchron Stentrodemotor 
neuroprosthesis

severe paralysis Investigational Device 
Exemption approved by the 
FDA

synchron.com

Clarity 
Pharmaceuticals

64/67Cu SAR-
bisPSMA theranostic

identification and treatment 
of metastatic castrate-resistant 
prostate cancer

initiation of phase 1 trial claritypharmaceuticals.com

continues on next page »

Implement risk-based monitoring methods 
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With the world on pandemic lockdown and remote  
monitoring becoming a necessity, sponsors are  
increasingly turning to a risk-based approach to make  
sure they focus their limited time and resources on  
checking the data most critical to trial success.
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Drug & Device Pipeline News     (continued from page 7)

Company Drug/Device Medical Condition Status Sponsor Contact
Disc Medicine DISC-0974 anemia of inflammation initiation of phase 1 trial discmedicine.com

Mersana 
Therapeutics

upifitamab 
rilsodotin (XMT-
1536)

platinum-sensitive ovarian cancer initiation of phase 1 trial mersana.com

Karyopharm XPOVIO in 
combination with 
Jakafi

patients with treatment-naïve 
myelofibrosis

initiation of phase 1/2 trial karyopharm.com

MediWound MW005 low-risk basal-cell carcinoma initiation of phase 1/2 trial mediwound.com

XyloCor 
Therapeutics

XC001 
(encoberminogene 
rezmadenovec)

refractory angina initiation of phase 2 portion 
of phase 1/2 trial

xylocor.com

HutchMed 

AstraZeneca

Orpathys 
(savolitinib)

advanced or metastatic 
MET-amplified gastric cancer 
or adenocarcinoma of the 
gastroesophageal junction

initiation of phase 2 trial hutch-med.com

astrazeneca.com

Karyopharm XPOVIO in 
combination with 
Keytruda

locally advanced or metastatic 
melanoma that is resistant to 
initial checkpoint inhibitor therapy

initiation of phase 2 trial karyopharm.com

AbbVie Dalvance 
(dalbavancin)

acute bacterial skin and skin 
structure infections in pediatric 
patients from birth

approved by the FDA for 
expanded indication

abbvie.com

AstraZeneca Bydureon BCise 
(exenatide 
extended-release)

type 2 diabetes in children 10 
years of age and older

approved by the FDA for 
expanded indication

astrazeneca.com

Merck Keytruda high-risk early-stage triple-
negative breast cancer

approved by the FDA for new 
indication

merck.com

BeiGene Brukinsa 
(zanubrutinib)

mantle-cell lymphoma approved in Canada beigene.com
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