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Pace of Technology Innovation in Trials Could
Slow After Pandemic Eases
By Charlie Passut

T

echnological innovation in clinical
trials could slow once again as the
global health crisis eases and sponsors calculate their return on investment
(ROI) for the innovations they adopted
during the pandemic. Experts say remote
monitoring, telemedicine and the increased
use of decentralized trial approaches have
proven their worth and are here to stay.
However, Ken Getz, director of the Tufts
Center for the Study of Drug Development,
says he worries “that when the necessity
that was created out of a public health crisis
goes away, you may see a highly risk-averse
community of sponsor companies looking to ease off on the rate with which they
adopted a lot of these approaches.”

“We opted to forego many things during
the pandemic, like proof of ROI, which is
normally a very common expectation for
any new solution that’s applied to clinical
trial activity,” Getz told CenterWatch Weekly.
“But once we gather metrics that provide
more insight into the investment required
and a relative value of the return of that
investment, some of these approaches may
go away, or we will choose not to embrace
them as fully as we did during the pandemic. There’s a financial ROI imperative that has
to apply to these innovations in the future,
moving forward.”
The adoption of innovation wasn’t
exactly the industry’s strong suit before the
pandemic. “It was abysmally slow,” Getz said.
see Pace of Technology Innovation on page 9
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Ask the Experts: Certifying and Maintaining
Copies of Original Source Documents

T

he FDA’s Office of Good Clinical
Practice (OGCP) receives letters
from clinical trial professionals inquiring about agency policy on a variety
of topics. Following are two inquiries and
the OGCP’s answers.
Question: Our site recently switched to
electronic medical records and we need to
come up with an SOP on certified copies of
source documents. Once the study is closed,
we would like to destroy the original source
with wet ink. According to our clinical trial
management system, we are allowed to do
so as long as we have an SOP in place stating
this. Can you provide me with information to
support this?
Answer: The term “certified copy” is defined in FDA’s Final Guidance — Computer-
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ized Systems Used in Clinical Investigations
as: “a copy of original information that has
been verified, as indicated by a dated signature, as an exact copy having all of the same
attributes and information as the original”
(https://bit.ly/3i79yHn).
The use of certified copies generally applies to situations where original
records are copied to a different media for
archiving purposes and the originals are
destroyed. However, if it is decided to have
a certified copy substitute for the original,
it would be desirable to have an SOP describing how such copies would be made,
verified and documented.
The person who certifies the copy as an
accurate and complete representation of the
see Ask the Experts on page 10
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Guest Column
Say Goodbye to Trial Bottlenecks with Automated SOPs
By Craig Morgan
Bottlenecks can have punishing consequences on clinical trials and operational
teams, forcing studies to get stuck in limbo
when the delay lingers — and when bottlenecks become the norm, team members
can grow frustrated and overloaded with a
cascade of sudden tasks, potentially creating a resource and morale issue. Bottlenecks are particularly problematic for CROs
as they can take a bite out of return on
investment and raise oversight inquiries
from sponsors. Sometimes, that stems
from budget-busting overtime when
teams move from idling into working long
hours once the bottleneck breaks.
SOPs help to spot bottlenecks — or
more aptly the automation of SOPs — by
mapping out workflows to aid in identifying congestion, with associated cycle-time
metrics. Specifically, automating SOPs for
study startup, a notorious bottleneck, can
guide sponsors and CROs to compliance
using workflows consistent with organizational standards and country-specific
regulations. SOPs have long been fundamental to many industries, and the clinical
trials sector is no exception.
SOPs are one of the most useful
systems in helping to improve the quality
and efficiency of clinical trial execution
by allowing clinical project managers a
way to spot and bust through bottlenecks
before they put the trial in jeopardy. SOPs
are therefore key to risk management
strategies and a deterrent against the
dreaded rescue study. SOPs help standardize a procedure or specific function and aid
sponsors and CROs to follow good clinical
practice guidelines, as published by the
International Council on Harmonization.
The benefits of SOPs are clear, they provide a level of formal accountability for team
members and they prevent noncompliance
on a systemic level. Specifically, SOPs ensure
compliance with all regulations, create opCopyright © 2021 by WCG CenterWatch

erational efficiencies by ensuring processes
have been standardized and optimized
across studies, reduce training timelines for
employees, ensure business continuity in
the event of staff turnover or unavailability
and improve quality control by helping to
reduce errors or variations.
Regulations require that SOPs be
utilized and that, ultimately, clear documentation exists that demonstrates the
processes were followed. Yet, too often,
they are ignored or even avoided. Failure
to keep accurate records and establish and
maintain SOPs appear frequently in Form
483 violations and warning letters issued
by the FDA — but how can an organization
enforce SOP compliance?
The complexity of ensuring compliance
is self-evident. How are all country-specific
documents tracked? Where are we in the
process? Where are the bottlenecks and
inefficiencies? Furthermore, ensuring that
the most recent versions of these documents are used can be challenging, if not
a daunting task, especially if there are
multiple versions and amendments across
multiple countries.
With the advent of intelligent document-routing technology, stakeholders
have the ability to support countryspecific regulatory and organizationspecific workflows — essentially acting as
a virtual assistant to guide team members
through the process as the clinical trial
unfolds. Authorized team members can
view and manage existing configurations and then edit them to create the
settings needed for tracking documents,
submissions and milestones. Automated
workflows facilitate and track document collection and handoffs across the
globe, and provide version control, status
reporting and role-based assignments to
ensure appropriate access. Additionally,
alerts notify study team members when
prerequisite work has been completed

and what’s waiting for them in their
queue. These notifications help decisionmakers intervene immediately, before a
major setback has occurred, instead of
after the fact.
With the availability of workflowbased study startup tools, proactive
planning, process optimization and
quality improvements with study startup
— as measured by inspection readiness
and the likelihood of passing regulatory
audits — are within reach.
Proactive planning requires sponsors
and CROs to identify the risks up front, as
well as the study requirements, prior to activation. Failure to do so results in problems
not being identified until much later, often
in advance of an inspection and well after
completed documents, artifacts and metadata have been released to the trial master
file. A better strategy is to employ processes
that take an upfront approach to preventing or mitigating problems associated with
study startup document completion.
Using a workflow-based approach, critical indicators of quality can be accessed on
an ongoing basis so that corrective actions
can be made earlier (e.g., inaccurate study
indexing, missing documents — such as
a missing medical license if you have CV
for an investigator — missing document
completion date, etc.).
Historically, regulations have not
provided specific guidance on the format
or content of SOPs, allowing sponsors and
CROs to design SOPs that best conform to
their unique practices. But the long history
of SOPs being confusing, overly complex or
existing only in paper format has led to their
less than consistent use, even avoidance.
Automated workflows breathe life into
SOP compliance and adherence to clinical
timelines and budgets while improving
quality and boosting operational efficiencies. It’s this consistency that breeds speed,
see Trial Bottlenecks on page 11
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COVID-19 Update
COVID-19 Drug Research
Roundup
COVID-19 Vaccines:
Moderna’s vaccine, mRNA-1273, has
joined Pfizer/BioNTech and AstraZeneca vaccines in winning UK approval for emergency
use, the Medicines and Healthcare Products
Regulatory Agency (MHRA) reports. The
vaccine, which was proved to be 95 percent
effective and is easier to transport and
store than the Pfizer vaccine, was approved
in Canada and the U.S. last month. MHRA
cleared Moderna’s two-dose, four-week gap
regimen after authorizing the other two
vaccines, which have a longer gap between
administration of doses.
The Indian government has granted
emergency-use approval for AstraZeneca’s and Oxford University’s codeveloped
COVID-19 vaccine. India’s Serum Institute
expects to manufacture up to 300 million
doses of the two-dose vaccine, now termed
COVID-19 Vaccine AstraZeneca, by July. This
should be enough to vaccinate 150 million
people but given that India’s population
totals nearly 1.4 billion people, more vaccine
doses will be required. The COVID-19 Vaccine
AstraZeneca likely won’t be approved in the
U.S. until early April. AstraZeneca has not yet
submitted an Emergency Use Authorization
(EUA) application to the FDA but plans to
file in late January, following the release of
additional trial efficacy data.
India also announced it has granted an
EUA to Bharat Biotech’s COVID-19 vaccine
Covaxin. This two-dose vaccine entered into
a phase 3 trial in mid-November, causing
concern among many who say there isn’t yet
enough safety and efficacy data to support
its recent approval in India.
Chief adviser to the Trump administration’s Operation Warp Speed, Moncef Slaoui,
suggests Johnson & Johnson’s single-dose
COVID-19 vaccine, Ad26.COV2.S, might be
approved in the U.S. in February.
China granted conditional authorization to Sinopharm’s inactivated COVID-19
Copyright © 2021 by WCG CenterWatch

vaccine after interim data from a phase 3
trial showed the candidate is 79.3 percent
effective at preventing infection. The trial
also showed the two-dose vaccine was
safe and produced high antibodies in
response to the virus. Vaccinations will be
given freely across the country, starting with senior citizens and people with
underlying health conditions. More than 3
million people in China, including healthcare staff and supply chain officials, have
already received the vaccine. Sinopharm
has yet to communicate specific details
of the phase 3 trial, including how many
participants were in the interim analysis,
the number of patients who were given
vaccine vs. placebo and what side effects
were reported.
Cadila Health announced it has received
approval from the Drugs Controller General of India to launch phase 3 trials of its
plasmid DNA COVID-19 vaccine candidate
ZyCoV-D. Previous phase 1 and phase 2 trials
showed the vaccine was safe, well-tolerated
and immunogenic. The phase 3 trial will
recruit up to 30,000 volunteers.
Arcturus Therapeutics is in the planning stages of launching a 600-participant
phase 2 study of its vaccine candidate
ARCT-021. The phase 2 study was given the
go-ahead after the FDA reviewed favorable
tolerability and immunogenicity data from
a phase 1/2 study of the vaccine. The trial,
which will be conducted in the U.S., will
administer the vaccine to 450 participants,
while 150 participants will be assigned a
placebo. Researchers will conduct early
interim safety and immunogenicity analyses
to identify a phase 3 study dose, which will
be given in a phase 3 trial sometime in the
second quarter of 2021.
Iranian COVID-19 vaccines are currently
undergoing testing in clinical trials, according to a recent statement made by the
Iranian Society for Immunology and Allergy. The country hopes at least one or two
vaccine samples will soon complete clinical

trials and receive the necessary authorizations for public rollout.
COVID-19 Therapies:
Top-line results from a RedHill Biopharma phase 2 study show treatment
with opaganib was associated with greater
improvements compared with placebo in
reducing oxygen requirements by day 14
in hospitalized patients with COVID-19 and
pneumonia. Up to 52.6 percent of patients
who received opaganib did not require
oxygen support at 14 days compared
with 22.2 percent of patients assigned to
placebo. There were no major differences
between the two treatment groups in
terms of safety, but fewer patients in the
opaganib experienced serious adverse
events. The investigational agent was studied in a small U.S.-based sample of only 40
patients, warranting larger investigation in
randomized trials.
A phase 2 trial led by aTyr Pharma found
that 83 percent of patients with COVID-19
and severe respiratory complications recovered in less than a week after receiving the
company’s investigational treatment candidate ATYR1923 at an intravenous dose of 3.0
mg/kg. Patients treated with a single dose
of the therapy had a median recovery time
of 5.5 days. The treatment was also welltolerated and generally safe at dose levels of
1.0 mg/kg and 3.0 mg/kg. No drug-related
serious adverse events were reported.
Scentech, an Israeli startup company,
has been given the greenlight to launch
a trial of a breath test to detect COVID-19
antibodies in vaccinated people. Shamir
(Assaf Harofeh) Medical Center, which is
already conducting research on the breath
test for detecting the virus, will run the
new clinical trial. The study will map biomarkers associated with antibodies of type
IgM and IgG and may offer rapid insight
into vaccine efficacy.
Exhalation Technology has developed
a rapid, point-of-care diagnostic COVID-19
continues on next page
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COVID-19 Update

(continued from page 3)

breath test called “CoronaCheck.” In a clinical
study, the CoronaCheck detected COVID-19
with 100 percent specificity and 100 percent
sensitivity in 62 patients who were either
positive or negative for the infection. The
breath test was also pitted against an
FDA-approved panel of respiratory bacteria
and viruses and successfully confirmed all
coronavirus variants in the pools with 100
percent accuracy.
A large phase 2/3 clinical trial sponsored by the National Institute of Allergy
and Infectious Diseases has been launched
to evaluate the effects of two experimental
antibodies against mild and moderate COVID-19. The two experimental antibodies,
BRII-196 and BRII-198, are manufactured
by Brii Biosciences. The treatments will
be used in a combination approach in the
NIH’s ACTIV-2 trial. Up to 220 participants
with mild or moderate COVID-19 will be

enrolled in the study, with half of these
participants receiving placebo and the
other half receiving the dual therapy. An
independent data and safety monitoring board will evaluate data at 28 days to
determine whether the treatment reduces
the duration of symptoms and eliminates
the presence of viral RNA. Safety will also
be assessed. If the findings are promising,
the study will transition to phase 3 and will
enroll 622 outpatients. The late-stage trial
will look to see if the treatment prevents
hospitalization or death at 28 days.
Daewoong Pharmaceutical plans to
combine its pancreatitis investigational
drug DWJ1248 (Foistar) with Gilead Sciences’ remdesivir in a phase 2 trial to see
if the dual-treatment approach is effective
against COVID-19.
The ANTICOV consortium is carrying out
a clinical trial across 19 sites and 13 countries

in Africa to identify potential treatments for
COVID-19. Initially, the consortium plans
to focus on testing lopinavir/ritonavir and
hydroxychloroquine. The trial will add new
treatments as evidence for their potential
use in mild or moderate COVID-19 cases
become available.
A small study from Argentina shows that
blood plasma from recovered COVID-19
patients reduces the risk of severe COVID-19
in older adults, but only if the treatment is
administered within days of disease onset.
In the study, a total of 80 participants
received an infusion of this blood plasma.
The therapy reduced the risk of developing
severe COVID-19 by 48 percent compared
with another 80 participants who received
placebo. All patients in this trial were 65
years of age or older and had underlying
comorbidities that made them more vulnerable to COVID-19.

VIRTUAL WORKSHOP

DATA INTEGRITY FOR
GCP PROFESSIONALS
CORE REQUIREMENTS, EXPECTATIONS AND CHALLENGES
Tuesday, March 23 and Thursday, March 25, 2021 • 10:00 a.m. - 4:30 p.m. EDT
Presented by WCG CenterWatch and Cerulean Associates LLC
This interactive virtual workshop will give you the tools you need to ensure your clinical trials’ electronic
records are trustworthy and reliable across their entire data lifecycle, from initial data creation through
long-term archives.
Learn more at www.centerwatch.com/dataintegrityforgcppros
Copyright © 2021 by WCG CenterWatch
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Industry Briefs
UK Sets Three New Post-Brexit
Policies for Clinical Trials
In its ongoing effort to replace EU clinical
trial policies with UK-specific guidance,
the Medicines and Healthcare products
Regulatory Agency (MHRA) has issued
three clinical trial guidances on registering
and publishing results of trials, submitting safety reports and making substantial
changes to trial applications.
Trials conducted in the UK should register with and report results to one of the
international trial databases, according to
the first guidance, such as ClinicalTrials.gov
in the U.S. or the International Standard
Randomized Controlled Trial Number
(ISRCTN) registry recognized by the World
Health Organization. Trials with sites in
both the UK and the EU can use the EU
Clinical Trials Register.
The second guidance directs trials to submit Suspected Unexpected Serious Adverse
Reaction (SUSAR) reports through the MHRA
gateway, the eSUSAR website or MHRA’s
Individual Safety Case Reports submission
portal. For trials operating in both the UK
and the EU, SUSAR reports must be submit-

ted to MHRA, the relevant EU member
state and the European Medicines Agency’s
Eudravigilance Clinical Trial Module.
Sponsors that need to make substantial
amendments to their trial applications, such
as a change of sponsor or legal representative or addition of a license holder to the existing marketing authorization, must inform
both MHRA and the UK’s Regulatory Ethics
Committee, according to the third guidance.
Read the three guidances here: https://
bit.ly/35nq8x8, https://bit.ly/39eKoSX and
https://bit.ly/39eKpX1.

ACRP Launches Diversity
Advisory Council
The Association of Clinical Research Professionals (ACRP) has formed a diversity advisory council to assist the association’s efforts
to promote greater diversity in the clinical
trial workforce.
The seven-member council — which will
include representatives from pharma, CROs,
sites and advocacy groups — will recommend strategies to recruit and retain clinical
research professionals and students from
historically underrepresented groups.

ACRP says the council will provide
valuable guidance on recruitment and retention efforts for its Partners in Workforce
Advancement group, which is focused on
expanding the clinical research workforce
and setting and supporting standards for
workforce competence. It will advise on diversity and inclusion in the workplace and
provide recommendations and strategies
on culture, climate, equity, inclusion and
workplace needs.

Industry-Academic Partnership
Launches National Study of
Long-Term COVID Impact
Digital solutions company Vibrent Health
has partnered with Eastern Virginia Medical School’s Sentara Healthcare Analytics
and Delivery Science Institute (HADSI)
and George Mason University (GMU) to
launch a national study on the long-term
effects of the COVID-19 pandemic to help
sponsors and researchers develop and
adjust trial strategies for future public
health crises.
GMU and HADSI will begin recruiting
patients for the study this month.

Data Point
U.S. Industry-Sponsored COVID-19 Trials Initiated, by Purpose of Study and Top Product Types

As we enter 2021, more than 240 industry-sponsored clinical trials have been initiated in the U.S. to address the COVID-19 pandemic. Among those,
almost two-thirds are testing agents designed to mitigate the disease’s clinical effects.

Source: WCG Knowledge BaseTM

Copyright © 2021 by WCG CenterWatch
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FCRI Index
CWW Unveils FCRI, a Stock Index of 10 Publicly Traded Clinical Trials Companies
This week, CenterWatch Weekly (CWW) is unveiling the First Clinical Research Index (FCRI), a stock index of 10 publicly traded clinical trials
companies. Once a month, CWW will publish the prior month’s calculation of the FCRI to show how the industry’s top stocks are faring compared to three other widely followed indices: the Standard & Poor’s (S&P) 500 index, the S&P Pharmaceutical Index and the S&P Biopharmaceutical Index. For more information about the index, read on.
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NOTES ON INDICES
First Clinical Research Index (FCRI). Calculated as the mean average percentage change from baseline, dividends excluded, adjusted for stock
splits. In other words, the indices are not weighted for stock price or market capitalization. Prices are in local currencies. Index components
may change from time to time based on new listings, mergers and other factors. Components include 10 publicly traded clinical research
stocks: CMIC (2309:JP), EPS (4282:JP), Hangzhou Tigermed Consulting (300347:CH), ICON (ICLR:US), IQVIA Holdings (IQV:US), Medpace Holdings (MEDP:US), PRA Health Sciences (PRAH:US) and Syneos Health (SYNH:US).
S&P 500 Index (SPX). Capitalization-weighted representative sample of 500 mostly large-capitalization companies in leading industries of the
U.S. economy.
S&P 500 Pharmaceutical Index (S5PHARX). Capitalization-weighted S&P 500 companies engaged in research, development or production of
pharmaceuticals.
S&P 500 Biotechnology Index (S5BIOTX). Capitalization-weighted S&P 500 companies primarily involved in development, manufacturing or
marketing of products based on advanced biotechnology research.
Stock and index prices are available at http://www.bloomberg.com/ and http://bigcharts.marketwatch.com/industry/bigcharts-com/industry
chart.asp.
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All the resources you need to pass your next inspection
with flying colors.
This report brings together all the guidances, statistics and instructions you need to successfully
get through an FDA inspection. It also explains the inspection process under the FDA’s Bioresearch
Monitoring Program (BIMO), which sets out a precise routine for each kind of inspection.
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Up and Coming
This feature highlights changes in clinical
trial organizations’ personnel.

leader for Parkinson’s disease and clinical
head at Pfizer.

to iBio from Pfenex, where he also served as
chief scientific officer.

Alkermes

Celldex Therapeutics

ImmunityBio

Alkermes has named Blair Jackson the
company’s new chief operating officer. Jackson will continue in his role of senior vice
president of corporate planning.

Celldex Therapeutics has named Freddy
Jimenez the company’s newest senior
vice president and general counsel. Most
recently, Jimenez was the vice president of
law and compliance at Celldex.

Fabio Benedetti has been named chief
strategy officer of ImmunityBio. Previously, Benedetti was chief medical officer
for Apollomics.

Alligator Bioscience
Alligator Bioscience has found its newest
chief medical officer in Christina Reimer,
former senior medical director at Ferring
Pharmaceuticals.

Clarametyx Biosciences

Alpine Immune Sciences

Elite Pharmaceuticals

Pamela Holland, former vice president of
cancer biology at Surface Oncology, has
joined Alpine Immune Sciences as senior
vice president of research.

Jason LePree has been named vice president of scientific affairs for Elite Pharmaceuticals. LePree was most recently the associate director of pharmaceutical sciences at
Ferring Pharmaceuticals.

Artiva Biotherapeutics
Fred Aslan takes the helm of Artiva Biotherapeutics as its newest president and
CEO. Aslan joins the company from Vividion
Therapeutics, where he served as president
and chief business officer.

Biomarck Pharmaceuticals
Graham Lumsden has been named
president and CEO of Biomarck Pharmaceuticals. Lumsden previously served as
CEO of Motif Bio.

Camurus
Camurus has appointed Andrew McLean
vice president of corporate development
and senior counsel. Previously, McLean
was general counsel, company secretary
and chief compliance officer at Kyowa
Kirin International.

Cassava Sciences
James Kupiec has been named chief
clinical development officer of Cassava
Sciences. Prior to this appointment, Kupiec
served as vice president and global clinical
Copyright © 2021 by WCG CenterWatch

David Richards, former chief business
officer of Clarametyx Biosciences, has been
appointed CEO of the company.

EMD Serono

Inhibikase Therapeutics
Inhibikase Therapeutics has partnered with
Clintrex Research, naming C. Warren Olanow the company’s interim chief medical
officer as part of the process. Olanow is the
current CEO of CLINTREX.

MBX Biosciences
Mary Jane Geiger has been named
chief medical officer of MBX Biosciences. Geiger was previously the vice
president of drug development services
at ICON.

Manuel Zafra has been named EMD
Serono’s managing director for Canada.
Zafra was previously the general manager and managing director for Merck
Hungary.

Myovant Sciences

Enanta Pharmaceuticals

Nektar Therapeutics

Enanta Pharmaceuticals has appointed John
DeVincenzo to the role of vice president
of translational virology. DeVincenzo was
most recently a pediatric infectious disease
specialist and medical doctor at Le Bonheur
Children’s Hospital.

Nektar Therapeutics has named Brian
Kotzin as interim chief medical officer and
head of development. Kotzin was previously
the vice president of global clinical development at Amgen.

Enzon Pharmaceuticals
Enzon Pharmaceuticals’ chief financial officer
Richard Feinstein has been named CEO of
the company, which will become effective
following Andrew Rackear’s retirement effective Feb. 26.

iBio
Martin Brenner has been named iBio’s
newest chief scientific officer. Brenner comes

David Marek has been appointed CEO
of Myovant Sciences. Marek formerly
served as chief commercial officer at Axsome Therapeutics.

NexImmune
Clinical-stage biotech company NexImmune has named Jerome Zeldis executive
vice president of R&D. Most recently, Zeldis
was the chief medical officer at Celgene.
NexImmune has also appointed Jeffrey
Weber, current deputy director of the
Laura and Isaac Perlmutter Cancer Center
at NYU Langone Health, to the role of chief
scientific adviser.
continues on next page
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(continued from page 7)

Parexel

Qpex Biopharma

Clare Grace, former vice president of site
and patient access at Syneos Health, has
been named chief patient officer of Parexel.

Qpex Biopharma has appointed Paul
Westberg to be its chief business officer.
Westberg joins the company from Versartis,
where he served as chief business officer.

Pfizer
Aida Habtezion is taking a leave of absence
from Stanford University to assume the position of Pfizer’s chief medical officer.

Pharma Two B
Sheila Oren has been named CEO of Pharma Two B. Oren was formerly a biopharma
consultant at Soren Medical Consulting.

Recursion
Ramona Doyle has been named Recursion’s
new chief medical officer. Doyle formerly
was medical director at Gilead Sciences,
Genentech, Blade Therapeutics and Roche,
as well as CEO of telehealth nonprofit the
MAVEN Project.

Revive Therapeutics

Pharmaleads
Paris-based biopharmaceutical company
Pharmaleads has promoted Tanja Ouimet
from director of clinical development to
chief operating officer. Pharmaleads has also
promoted Hervé Poras from director of preclinical operations to chief scientific officer.

Pliant Therapeutics
Gregory Cosgrove has been appointed
vice president of clinical development of
Pliant Therapeutics’ idiopathic pulmonary
fibrosis clinical development program. In
his most recent role, Cosgrove served as
the chief medical officer of the Pulmonary
Fibrosis Foundation.

Revive Therapeutics has brought on John
Fahy as a scientific and clinical adviser.
Fahy will continue to serve as a professor
of medicine at the University of California
San Francisco.

Sana Biotechnology
Ke Liu has joined Sana Biotechnology as the
company’s head of regulatory affairs and
strategy. Previously, Liu was the associate
director for cell and gene therapy at the
FDA’s Oncology Center of Excellence.

Taysha Gene Therapies
Taysha Gene Therapies has named
Kimberly Lee the company’s senior

vice president of corporate communications and investor relations. Lee
previously served as head of corporate strategy and investor relations at
Lexicon Pharmaceuticals. Taysha also
appointed Greg Gara, former construction and commission leader at AveXis
Libertyville, to the role of senior vice
president of manufacturing.

Verastem Oncology
Frank Neumann has been appointed
chief medical officer of Verastem Oncology.
Neumann most recently served as vice
president and head of oncology clinical research and clinical research development
at bluebird bio.

Viking Therapeutics
Marianne Mancini, former vice president
of clinical operations for Viking Therapeutics,
has been named chief operating officer of
the company.

Virometix
Virometix has filled a vacancy in its management team with the appointment of Lilli
Stergiou to the position of chief scientific
officer (CSO). Previously, Stergiou was CSO
at Redbiotec, where she headed the HSV-2
therapeutic vaccine program.

The CRC Trainer
An Interactive Companion to
The CRC’s Guide to Coordinating
Clinical Research.

Learn more at www.centerwatch.com/crctrainer
Copyright © 2021 by WCG CenterWatch
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Pace of Technology Innovation
(continued from page 1)

“In fact, some have argued that companies
were stuck in a perpetual pilot mode, or
proof-of-concept mode, and as a result the
industry never fully embraced a lot of these
compelling approaches that conceptually
sound very promising” (CenterWatch Weekly,
Aug. 3, 2020).
Some examples — such as the use of
wearable devices, home nursing networks,
and delivery of clinical and drug supplies
to a patient’s home — were once all pilot
programs that became standard practice
to support trials during the pandemic. He
added that the crisis presented a great opportunity to innovate, “given our growing
reliance on patients as the primary source
for their data, for real-world data and data
that can be gleaned from wearable devices
and patient health records.”
Before the pandemic hit, there was
already widespread understanding within
the industry that innovations could be leveraged to improve and augment clinical trials
as long as they did not hit the bottom line
too hard, says Dustin Caldwell, co-founder of
OSM Cloud Research and former director of
strategic development at Optimed Research.
But after a “push on the gas” that made
things like remote monitoring an essential
part in helping trials to continue through
the pandemic, Caldwell sees the industry
eventually reverting to slow, incremental
adoption of innovations.
“I don’t think we’re going to see anyone
slamming on the brakes,” Caldwell told
CenterWatch Weekly. “The pandemic forced
us to look for innovations and acted as a sort
of incubator for new ideas, and it gave sponsors an opportunity to get out of the limited
pilot space and try them a bit more broadly.
We’ll continue to see adoption in the areas
where they worked. If we’re still seeing good
compliance rates, if CRAs are still able to
identify problems and there’s a good transparent system in place, I think we’ll see more
Copyright © 2021 by WCG CenterWatch

“The pandemic forced us to
look for innovations and acted
as a sort of incubator for new
ideas, and it gave sponsors an
opportunity to get out of the
limited pilot space and try them
a bit more broadly.”
—Dustin Caldwell, co-founder of OSM
Cloud Research
and more CROs and sponsors okay with
utilizing these types of approaches.”
Caldwell said sponsors are under
pressure on two fronts: from shareholders
leery of the cost of innovation, and from
their responsibility to the public to make
sure clinical trials are conducted safely and
ethically. “You’ve got pressure from both
sides to be very cautious about innovating
within the space,” he said, adding that the
pace for innovation in a post-pandemic
world “is really going to be set by how
much risk sponsors and CROs are going to
take. The hope is when we have enough
people take the initiative to demonstrate
the efficacy of these technologies and
show how they can augment and improve
the types of data that we’re collecting from
clinical trials, it will help to make the case
that technology has more of a place in
these trials.”
That said, Caldwell said it was his experience — and, anecdotally, in speaking with
other sites — that there seemed to be
greater success with technological solutions
chosen by sites, especially those that “are
ready and willing to adopt technologies, understand the value that they bring and are
invested in their success. Conversely, foisting
a tech platform onto a site for a purpose
of a single study is not always successful
and many sites can even be resentful of the
disruption to their workflows.”

Many sites, especially those that remained open for enrollment during the pandemic, appear more than capable. “The sites
that remained open for enrollment were the
most experienced investigative sites and
they were the most familiar with the shift to
remote and virtual approaches,” Getz said,
adding that some had piloted innovations
like telemedicine.
According to an annual survey of the
industry released last month by Florence
Healthcare, a technology vendor that
provides technology solutions to sites, 68
percent of 75 respondents who opined
about risks in 2021 said their primary
concern is costs associated with technology
adoption. The survey received 241 responses
overall, with CROs making up 17 percent of
respondents, followed by academic medical
centers (15 percent), independent sites (15
percent), pharma (12 percent), hospitals
and hospital systems (9 percent), biotech
(8 percent), cancer centers (5 percent), site
networks (4 percent) and medical device
manufacturers (3 percent). Respondents
who didn’t fit into any of these categories
and elected to be listed as “other” totaled 12
percent. Most respondents were in upperlevel management.
During a December webinar to discuss
the survey, Marc Leighton, Florence’s vice
president of product, said sites will probably have a bigger role to play in the budgeting process in a post-pandemic world.
He said sites should treat the process as an
investment and that in budget talks “it’s
really helpful just to juxtapose your current
state, the technology and the vendor you
want to partner with, and what the future
state will be.
“You want to be very clear with your
assumptions,” Leighton added. “Don’t go at
it alone, partner with a prospective vendor
— they can help craft a message, and
there’s strength in numbers to the budgeting process.”
see Pace of Technology Innovation on page 11
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original, having all of the same attributes
and information, should be the same person
who actually made the copy from the original. Certification should be accomplished
by having the person who makes the copy
sign or initial and date the copy to indicate
it meets the requirements of a certified copy
as described above. This should be described
in the SOP and can be accomplished by
initialing and dating each copy or by initialing and dating a document certifying copies
in bulk.
The SOP should describe the procedure,
whichever method is used. (There are
many ways to accomplish this, and the
procedures described above are only suggested examples.)
Please also see the guidance on Part 11 —
Electronic Records at https://bit.ly/35kWKaQ
and Electronic Source Data in Clinical Investigations at https://bit.ly/2Lxsr9Y.
Q: A question has arisen during a recent
monitoring visit regarding certified copies of paper records. Several times study
information is collected on paper forms. It is
then certified copied using a process that is
described in our SOPs that the certified copy
is an exact original of the paper record and
then uploaded into our electronic files. We
were recently instructed that the original
paper records should not be destroyed but
rather should be kept in addition to our
certified copy that was uploaded to our
electronic files. Once the document has been
certified copied, can the original paper form
be destroyed?
Also, we collect data using a tablet
rather than paper. A handwritten signature
is collected on the tablet with the use of a
stylus. The study data is then maintained
in an FDA Part 11 compliant system. Is the
handwritten signature equivalent to one
collected on paper?
A: Our office is frequently asked whether
investigators/sites may store/archive study
Copyright © 2021 by WCG CenterWatch

records by converting paper documents into
an electronic format; in essence, creating
certified copies of source documents. FDA’s
draft guidance for industry entitled “Use of
Electronic Records and Electronic Signatures
in Clinical Investigations Under 21 CFR Part
11 — Questions and Answers” (https://bit.
ly/3s6UgXz) provides recommendations to
sponsors, clinical investigators, IRBs, CROs
and other interested parties on the use of
electronic records and electronic signatures
under Part 11 in clinical investigations of
medical products. Appendix II of this draft
guidance defines a certified copy as:
“A copy (paper or electronic) of original information that has been verified, as
indicated by a dated signature, as an exact
copy having all of the same attributes and
information as the original.”
Can sponsors and other regulated
entities use and retain electronic copies of
source documents in place of the original
paper source documents?
Yes. FDA permits the interchangeable
use of electronic records and paper records
for the archiving and protection of records,
provided that recordkeeping and retention
requirements are met (see 21 CFR 56.115,
312.57, 312.62 and 812.140). If the sponsor
or other regulated entity intends to use an
electronic copy in place of the paper source
data (i.e., intends to destroy the paper
source data), then Part 11 regulations would
apply to the electronic system used to create
the copy (see sections 11.10 and 11.30). A
process should be in place to certify that the
electronic copy is an accurate representation
of the original paper document. The copy
of the original record should be verified as
having all of the same attributes and information as the original record and certified
as indicated by a dated signature. Sponsors
and other regulated entities should have
written procedures to ensure consistency in
the certification process.
In addition, some electronic copies
vary in terms of their ability to be modi-

fied. For electronic copies in which the
records are modifiable, it would be important to have audit trails in place to ensure
the trustworthiness and reliability of the
electronic copy. Also, as noted earlier,
21 CFR 11.10 and 11.30 require physical,
logical and procedural controls designed
to ensure the authenticity and integrity of
electronic records.
Although this guidance is still in draft
form, the Office of Good Clinical Practice
has responded to many public inquiries
about scanning paper consent forms to an
electronic format in this manner. As noted
in the draft guidance, if it is decided to have
a certified copy substitute for the original, a
process should be in place to certify that the
electronic copy is an accurate representation of the original paper document (e.g., an
SOP) describing how such copies would be
made, verified and documented.
Certification should be accomplished
by having the person who makes the copy,
sign or initial and date the copy to indicate
it meets the requirements of a certified
copy as described above. The process
should be described in an SOP and can be
accomplished by initialing and dating each
copy, or by initialing and dating a document certifying copies in bulk. Whichever
method is used, the SOP should describe
the procedure.
Appendix I of the draft guidance document also has some good references to
other guidance documents with applicable
recommendations that may be helpful to
your colleagues.
In the situation you describe and based
on information from FDA guidance on the
subject, it appears that destruction of the
hard copy is acceptable; however, to be sure
you should consult the sponsor.
In your second scenario, because you
are using a Part 11 compliant system on the
tablet, it appears that the signature would
be acceptable. Again, please review the
guidance referenced above.
CWW2502
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Sponsors need to ask feasibility questions
when they start picking the sites they want
to partner with for a clinical trial, according to
Andrea Bastek, director of innovation at Florence. “This year has made it clear that digital
collaboration is essential for everyone’s success,” she said, adding that sponsors need to
ask sites questions about their platforms and
whether they will be able to access data from
sites easily. Sites know sponsors want faster
startup times, clean data and easy access, “so
having a system that allows you to offer that
to a sponsor is really valuable.”
Blake Adams, vice president for marketing at Florence, opined that the emergence
of decentralized trials has led to a shift in
roles between sponsors and sites. “What
we’ve found is if sites have taken the first
step toward digitization, if the site has invested in site-based technology, the sponsor
will integrate with that technology because
they see the benefits of not disrupting site
workflows. For others, [sponsors] roll out
that technology in a site-friendly way. It
all has to focus on solving site workflows
— whether it’s the sponsor or the site that
starts the journey.”

Trial Bottlenecks
(continued from page 2)

as it’s often deviations that create bottlenecks to begin with.
These integrated workflows based on
SOPs represent the unsexy plumbing of clinical trials, which rarely grabs the spotlight like
transformational technologies or newer strat-

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

Caldwell said it was hard for sites to
have a voice in making innovation decisions. “It would be good if sites had an
opportunity to find solutions that work
for them. Widespread adoption of these
solutions could force the industry toward a
more technologically aggressive mode, but
there isn’t a lot of power to affect change
at that level. At the end of the day, it’s going to come down to costs and risk.”
But Ken Lownie, head of North American operations for Agatha, another technology vendor, said sponsors and CROs will
likely continue to call the shots as far as
software is concerned. “In our experience,
it’s mostly the sponsors and CROs who pay
for software and extend its use to the sites
for their study,” Lownie told CenterWatch
Weekly. “The sponsors ultimately have the
leverage in our industry — they have the
money and they largely can dictate what
software will be used on clinical studies.
It’s the way the economics and dynamics
have driven things.”
Lownie also warned against sites
forestalling or reconsidering the adoption
of new systems on fears that such adoption could put them in a noncompliance
situation with the FDA, European Medicines

Agency and other regulators. Lownie,
Getz and Caldwell each emphasized FDA’s
support for remote monitoring and called
noncompliance fears unfounded.
“I am very confident that the remote monitoring practices that were accelerated during
the crisis will not be looked askance at or will
fall backward, and that is from direct conversations with FDA,” Lownie said. “They’ve
been very clear in their guidance that remote
monitoring is a very good thing, not just for
COVID-19. It saves time and it saves money. I
find them completely supportive.”
The Florence survey predicted stronger
and more significant collaboration between
sites and sponsors in solving challenges by
2023, with 90 percent of sponsors and 62
percent of sites believing patient source
data collection will be mostly automated by
that year. Additionally, 80 percent of sponsors and sites expect consent, study startup,
recruitment and monitoring will mostly be
accomplished with technology by 2023.
“I certainly admire that very aspirational
projection,” Getz said of the survey’s prediction. “The trends suggest that we’re moving
in that direction. Whether it occurs in that
arbitrary year or not is hard to tell. It may not
unfold as quickly as is forecasted.”

egies, such as quality by design or decentralized clinical trials — nevertheless, they
deserve recognition for their ability to aid in
compliance, risk management, quality and
overall operational efficiency efforts. After all,
if you fail to plan you are planning to fail.
Morgan (craig.d.morgan@oracle.com) is
responsible for directing the global market-

ing strategy and team for the Oracle Health
Sciences suite of study startup applications.
He is a technology and life sciences management professional with more than 15 years’
experience in the application of informatics
and bioinformatics to drug discovery, and
eClinical technology associated with starting
clinical trials.

Your site can’t afford to walk away from hundreds of
thousands of dollars of uncollected revenue.
Billing Sponsors for Site Expenses presents best practices for billing, collecting and auditing
payments to help close gaps that funding can slip through.
LEARN MORE: www.centerwatch.com/bsse sales@centerwatch.com 617.948.5100
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Drug & Device Pipeline News
Company
Drug/Device
COVID-19 Trials and Actions

Medical Condition

Status

Sponsor Contact

Arcturus
Therapeutics

ARCT-021, COVID-19 COVID-19
vaccine

IND approved by the FDA for
a phase 2 trial

arcturusrx.com

Windtree
Therapeutics

lucinactant

acute lung injury in adults with
COVID-19-associated lung injury
and acute respiratory distress
syndrome

first patient dosed in phase
2 trial

windtreetx.com

Nirmidas Biotech

MidaSpot COVID-19
Antibody Combo
Detection Kit

COVID-19 rapid antibody IgG/
IgM test

Emergency Use Authorization nirmidas.com
granted by the FDA

Moderna

COVID-19 Vaccine

COVID-19

approved by the European
Commission

modernatx.com

Other Trials and Actions
BlueRock
Therapeutics

pluripotent stem
cell-derived
dopaminergic
neurons

Parkinson's disease

IND approved by the FDA

bluerocktx.com

CURE Pharma

CUREfilm Blue, an
oral soluble film of
sildenafil citrate

erectile dysfunction

IND approved by the FDA

curepharma.com

Forge Biologics

FBX-101

Krabbe disease

IND approved by the FDA

forgebiologics.com

Inozyme

INZ-701

adults with ENPP1 deficiency

IND approved by the FDA

inozyme.com

Precigen

PRGN-2012

recurrent respiratory
papillomatosis

IND approved by the FDA

precigen.com

Union Therapeutics

oral orismilast

plaque psoriasis in adults

IND approved by the FDA

uniontherapeutics.com

VISEN
Pharmaceuticals

TransCon C-Type
Natriuretic Peptide

achondroplasia

IND approved by the
visenpharma.com
National Medical Products
Administration (NMPA) of the
People's Republic of China for
a phase 2 trial

Everest Medicines

sacituzumab
govitecan-hziy

metastatic urothelial cancer

Phase 3 trial authorized by
the NMPA of the People's
Republic of China

everestmedicines.com

F-star Therapeutics

FS222

advanced malignancies

first patient dosed in phase
1 trial

f-star.com

IDEAYA Biosciences

IDE196 and
crizotinib

metastatic uveal melanoma

first patient dosed in phase
1 trial

ideayabio.com

Replimune Group

RP3 alone and in
combination with
anti-PD-1 therapy

advanced solid tumors

first patient dosed in phase
1 trial

replimune.com

Vir Biotechnology

VIR-1111; HIV T-cell
vaccine

HIV

initiation of phase 1 trial

vir.bio

AsclepiX
Therapeutics

AXT107

diabetic macular edema

first patient dosed in phase
1/2a trial

asclepix.com

Harpoon
Therapeutics

HPN328

Small-cell lung cancer and other
tumors associated with DLL3
expression

first patient dosed in phase
1/2 trial

harpoontx.com

continues on next page
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Drug & Device Pipeline News
Company
Metacrine

Aptinyx
Immutep

Drug/Device
MET409 (50 mg)
in combination
with empagliflozin
(Jardiance)
NYX-2925

Lexicon Pharma

eftilagimod alpha
in combination
with Keytruda
(pembrolizumab)
LX9211

Graybug Vision

GB-102

Axsome
Therapeutics
Biohaven Pharma
InflaRx

AXS-05

Kedrion Pharma

10% intravenous
immunoglobulin
Nyxol
Nyxol

Ocuphire Pharma
Ocuphire Pharma
PharmaEssentia

troriluzole
vilobelimab (IFX-1)

(continued from page 12)

Medical Condition
Status
patients with both type 2 diabetes first patient dosed in phase
mellitus and nonalcoholic
2a trial
steatohepatitis

Sponsor Contact
metacrine.com

painful diabetic peripheral
neuropathy
head and neck cancer

patient enrollment
aptinyx.com
recommenced in phase 2 trial
patient enrollment complete immutep.com
in phase 2 trial

post-herpetic neuralgia

lexpharma.com

wet age-related macular
degeneration
Alzheimer’s disease agitation

first patients dosed in phase
2 trial
completion of patient dosing
in phase 2b trial
initiation of phase 3 trial

obsessive-compulsive disorder
antineutrophil cytoplasmic
antibody-associated vasculitis
primary immunodeficiency
disease
night-vision disturbances
reversal of pharmacologically
induced mydriasis
essential thrombocythemia

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

biohavenpharma.com
inflarx.com

osteoarthritis knee pain

patient enrollment complete
in phase 3 trial
Rare Pediatric Disease
designation granted by the
FDA
Breakthrough Therapy
designation granted by the
FDA

tlcbio.com

Orphan Drug designation
granted by the FDA
approved by the FDA

ascentagepharma.com

TLC

ropeginterferon
alfa-2b (P1101)
TLC599

Inversago Pharma

INV-101

Prader-Willi syndrome

Genentech

tiragolumab in
combination
with Tecentriq
(atezolizumab)

Ascentage Pharma

APG-2575

first-line treatment of patients
with metastatic nonsmall-cell
lung cancer with high PD-L1
expression with no EGFR or ALK
genomic tumor aberrations
acute myeloid leukemia

Bioserenity

Neuronaute EEG
remote monitoring of electrical
System and IceCap brain activity in patients with
EEG wearable device epilepsy

graybug.vision
axsome.com

kedrion.com
ocuphire.com
ocuphire.com
pharmaessentia.com

inversago.com

gene.com

us.bioserenity.com

April 26–29 & May 3–6, 2021

MAGI's Clinical Research vConference
www.centerwatch.com/magi-clinical-research-conference
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Research Center Spotlight
Research Center Spotlight is a selection of clinical research centers who have Research Center Profile pages posted on CenterWatch.com.
Included in their annual subscriptions, company profiles are randomly selected to appear in this section, providing added exposure for their
expertise and services in conducting and managing clinical studies.
To learn more about becoming a Research Center Profile page subscriber, contact Sales at 617.948.5100 or sales@centerwatch.com.

Access Clinical Trials
Nashville, TN
615.320.6076
act@accessclintrials.com

Elite Clinical Studies
Phoenix, AZ
602.788.3437
debbie@eliteclinicalstudies.com

Access Clinical Trials is a research center and multispecialty physician
network providing access to a unique patient population of urban
and rural patients.

Elite Clinical Studies is a multispecialty dedicated research facility with
an extensive database of participants in most major indications.

Broward Health Medical Center
Ft. Lauderdale, FL
954.712.2983
ndietz@browardhealth.org

Global Medical Research
Dallas, TX
469.297.3074
recruitment@tarheelclinical.com

Broward Health Medical Center has dedicated in-house cardiovascular/stroke and adult and pediatric cancer research teams as well as
pediatric sickle cell.

Global Medical Research’s investigators have participated in more
than 42 clinical trials in areas, including internal medicine, primary
care, gastroenterology, endocrinology, hematology and pulmonary
medicine, neurology, kidney disease and vaccine research.

Center for Neurosciences
Tucson, AZ
520.320.2147
mpazzi@neurotucson.com

Oklahoma Heart Hospital Research Foundation
Oklahoma City, OK
405.608.1281
Lcordell@okheart.com

CNS is primarily involved with sponsored phase 2 to 4 clinical trials,
but several of our investigators have developed and conducted
investigator-initiated studies and compassionate use trials. The clinic
currently has a database of more than 67,000 active patients.

OHHRF and its for-profit subsidiary, Oklahoma Cardiovascular
Research Group, provide cardiovascular trial management services to
pharma, medical device and biotech companies.

Direct Helpers Research Center
Hialeah, FL
305.828.3555
aileen@dhrtrials.com

The Rockefeller University Hospital
New York, NY
800.783.2737
rucares@rockefeller.edu

Direct Helpers Research Center is a dedicated medical institute that
combines a network of committed and experienced personnel to
conduct an array of clinical research trials in phases 1 through 4.

The Rockefeller University Hospital is a key
component of the Rockefeller University Center
for Clinical and Translational Science, which is
devoted to the research of human biology and disease.
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