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Job Requirements Too Restrictive, ‘System Fix’
Needed, ACRP Says
By James Miessler

T

he staffing shortage in clinical research is an undeniable problem that’s
only growing worse. Sweeping, radical
change is needed to overhaul the current
system for hiring new personnel, say industry leaders, particularly regarding restrictive
experience requirements that currently bar
entry to many promising candidates.
The workforce issue, which may
very well be hitting sites the hardest, is
explored in depth in a new Association of
Clinical Research Professionals (ACRP) report written by ACRP’s Partners Advancing
the Clinical Research Workforce, a consortium of leaders from across the industry
stakeholder spectrum. Now is a pivotal
moment for industry to band together

on addressing this critical problem, Susan
Landis, executive director of ACRP, tells
CenterWatch Weekly.
“The clinical research industry has an
unprecedented opportunity to join forces
to address the global workforce challenges
so that all stakeholders in clinical research
succeed,” Landis said. “The risk is real — the
workforce will not keep up with the trial
workload and drug development will slow.”
Among a number of proposed solutions
for moving forward, the group presents
two key areas that industry should focus
efforts on: raising awareness of the clinical
research profession and, critically, doing
away with impractical experience requirements for entry-level positions. Work is
see Job Requirements on page 3
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the IRB together with the modified protocol.
Only once the modified ICF and protocol
have been approved will the new inclusion/
exclusion criteria be applied.
Answer: Rescreening is influenced by
specifics of the protocol, the conditions
which are being ruled in/out, etc. Therefore, this response needs to be understood
as a qualified response that is subject to
modification based upon the facts of the
case at hand.
Quite often, protocols do not address
screening of potential subjects and even
more often do not address rescreening of
potential subjects. Depending on many
diverse factors, including the conditions that
are being evaluated, the tests that are being
see Ask the Experts on page 4
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Ask the Experts: Rescreening and Monitoring
in Medical Device Trials
he FDA’s Office of Good Clinical Practice responds to inquiries on a variety
of trial-related subjects, providing
answers on the agency’s official regulations
as well as best practices. The following is a
selection of questions and answers excerpted from the CenterWatch publication, GCP
Questions, FDA Answers.
Question: We are intending to broaden
the inclusion criteria in one of our medical
device trials. Could those participants who
previously did not meet the inclusion criteria
and therefore were deemed ineligible for
the study be rescreened to see whether they
would now be eligible for participation? Due
to the modified inclusion/exclusion criteria,
a new informed consent form (ICF) will be
used, for which approval will be sought from

Take Control of Your
Decentralized and Modern
Clinical Trial Data:
Busting the Top Seven
Quality Myths for Clinical
Trial Success

May–June 2018
42 CE program information
43 Issues in research management
52 SMA RT IRB
55 CE post-test

Emerging trends in clinical research: The need for change
By John W. Mitchell, MS

T

by emerging trends in the clinical trial
research sector, consider insight from
a business author and a businessman/politician. In his groundbreaking book, Good
to Great: Why Some Companies Make the
Leap…And Others Don’t,” Jim Collins wrote:
“Good is the enemy of great. And that is
one of the key reasons why we have so little
that becomes great. We don’t have great
schools, principally because we have good
schools. We don’t have great government,
principally because we have good government.”

Secretary Donald Rumsfeld noted that one
of the biggest threats to security was driven
by factors that fell under the category of “we

don’t know what we don’t know.”
In recent issues, Research Practitioner has
explored individual key emerging trends in
clinical research, including patient centricity,
eMobile advances, and precision medicine.
As stand-alone trends, these innovations
hold great promise and excitement.
But what insight is gained when all emerging trends are considered in totality? What
clinical research? As Rumsfeld alluded, what
might we not know that we don’t know? Are
current advancements in clinical research, as
Collins asserted, relevant enough to power
(great) the sector beyond the status quo
(good), given the rapidly evolving medical
ligence (AI), and the expectation of patients?

Learning Objectives/Outcomes:
1. Explain the need for change in clinical research.
2. List key drivers of transformation in clinical trials.
3. Describe examples of clinical trial research trends in
action.
4. Discuss why the clinical trial sector will make the
jump from trends to practice.

ruary 2017 CenterWatch article about survey
results on the use of electronic-sourced
data, Hugo Stephenson, executive chairman
of DrugDev and a physician investigator,
observed: “I’m surprised and disappointed
there hasn’t been much improvement in the
entire clinical trial process, including the
see Emerging trends on page 44

Caution for NIH's single IRB policy for multi-site research
By Sue Coons, MA

A

s of Jan. 25, 2018, research institutions had to comply with the National
Institutes of Health’s (NIH’s) Final
NIH Policy on the Use of a Single Institutional
Review Board for Multi-Site Research
policy established the expectation that a
single institutional review board (sIRB) of
record would be used in the ethical review
of non-exempt human subjects research
protocols funded by NIH that are carried out
at more than one site in the United States.

Learning Objectives/Outcomes:

It does not apply to career development,
research training, or fellowship awards.
However, some institutions continue to
be concerned about their ability to adhere
to the policy and the cost of doing so. IRB
executives say it is wise to be cautious. Some
institutions could spend millions of dollars
to upgrade their IRB infrastructure, while
some IRBs already have many of the policy
requirements in place. In addition, one IRB
executive worries that past NIH actions

© 2018 CenterWatch. Duplication or sharing of this publication is strictly prohibited.

1. List the details that local IRBs may know about their
study populations as opposed to a single IRB.
2. Describe NIH’s reasoning for going to a single IRB
policy for multi-site research.
3. Discuss the impact of using a single IRB on a study’s
direct costs.
4. Explain the concern about NIH’s history of choosing
the lowest-cost provider.

show that the agency could revise its policy
see Single IRB on page 49
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Clinical Trial Diversity
‘Fundamental’ to FDA
Mission, CDER Official Says
The need to increase clinical trial diversity
was a much-discussed topic at last week’s annual meeting of the Regulatory Affairs Professionals Society (RAPS) in Phoenix, with FDA
and industry representatives weighing in.
“The U.S. population is becoming
increasingly diverse,” said Mathilda Fienkeng,
director of the Center for Drug Evaluation and
Research’s Division of Medical Policy Development. “We need meaningful representation in clinical trials. It’s fundamental to FDA’s
regulatory mission and overall public health.”
The agency’s own data show the scope of
the problem, Fienkeng said.
According to FDA’s 2021 Drug Trial
Snapshot, Blacks, Asians and Hispanics are
woefully underrepresented in pivotal trials.
Said the Snapshot, more than 38,000 people
were included in the studies supporting
the 50 drugs approved in 2021, but most
of these pivotal trials contained fewer than
15 percent Black patients, for example, and
many contained no Black, Asian or Latin
patients at all. Women and older people also
comprised lower percentages.
Minority populations are often excluded
from clinical trials without strong clinical
or scientific justification, Fienkeng said. Although not overtly intentional, these exclusions reflect the same barriers that separate
affluent, largely white populations from
the rest of the country’s population groups:
community location, financial resources,
family responsibilities, and trust of the medical and research communities.

Monique Carter, Pfizer’s senior director
of global regulatory strategy, agreed. The
company’s 2021 report “Demographic Diversity of Participants in Pfizer Sponsored
Clinical Trials in the United States” is a case
in point. It examined diversity in 213 Pfizer
trials comprising more than 103,000 patients and found that about 60 percent of
cardiology, endocrinology, nephrology and
hematology trials met the goal of matching trial composition to U.S. Census Bureau
data. But overall, therapeutic trials had a
higher percentage of white subjects. Black
and Hispanic groups were particularly
underrepresented in vaccine and oncology
trials, said Carter.
“Diversity in clinical trials is the responsibility of the entire medical development
ecosystem,” she said. “We are all accountable
and must play an actionable role in rebuilding trust in the system if we are to make
healthcare disparities a thing of the past.”

Decentralized Trials and
Research Alliance Unveils
DCT Glossary
In an effort to foster greater adoption of decentralized trial (DCT) methodologies, the Decentralized Trials and
Research Alliance (DTRA) has published
an online glossary of clinical research and
DCT terms.
The glossary, developed collaboratively
across industry, aims to deliver more consistent clinical trial terminology and descriptions of different DCT elements, according
to the DTRA, a nonprofit organization
formed to spur discussions and cooperation

between stakeholders on patient-focused
decentralized trials.
For instance, there’s been much discussion within the industry about what exactly
a DCT itself is as decentralized approaches
become increasingly used; the glossary
defines it as “a clinical trial utilizing technology, processes, and/or services that create
the opportunity to reduce or eliminate the
need for participants to physically visit a
traditional research site.”
The term “hybrid trial” has also been
discussed and has been used to describe
those trials that employ a mix of on-site
and decentralized components, rather than
fully remote trials (which may be defined
as DCTs). This is listed in the glossary as
describing “a suitably flexible scenario that
partially eliminates the requirements for
participants to visit a physical trial site to
perform a protocol-required event that may
have traditionally taken place on-site.”
The glossary notes two archetypes for
hybrid trials: hybrid by site, in which “some
participants participate at a traditional
research site while others engage entirely
via decentralized research methods,” and
hybrid by visit, “where some visits in the
protocol require the participant to be seen at
a traditional research site, while other study
visits can be conducted using decentralized
research methods.”
The glossary is not static and may receive
updates via an interactive feedback-gathering tool for modifying existing terms and
adding new ones.
Access the glossary here: https://bit.ly/3
qELZdS.
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Job Requirements
(continued from page 1)

already underway in these areas, but more
remains to be done, they say.
The latter — most commonly seen in job
listings as a requirement for two years’ worth
of experience — has wide-reaching impacts,
both on bringing fresh minds into the workforce and on working with existing staff,
with an end result of keeping the candidate
pool limited, the report says. There currently
is no evidence that these job experience
requirements have any actual benefit and
they need to be looked at keenly, according
to the group.
“It appears to be based on a supposition that has been perpetuated for decades
without scrutiny. That’s not an acceptable
situation at the best of times but, in the
midst of an escalating workforce shortfall,
it becomes truly pernicious,” the authors
wrote. “Many indications already exist that
college graduates who have taken programs of study in clinical research and/or
undergone dedicated internships would be
eminently suitable entry-level candidates
whose experience and training could be
further enhanced ‘on the job.’”
Rigid restrictions on getting into clinical
research also mean that tussles over existing
staff are amplified. In the current climate,
companies are fighting tooth and nail to
offer more appealing packages in the hope
of drawing away talented individuals who
aren’t easily replaced or readily available.
In particular, sites have lamented these
challenges, particularly when they’re up
against big tech companies that have more
competitive levels of resources and benefits,
but even CROs and sponsors are pulling talent away from sites, they’ve said.
“The result has been an alarming rate of
churn in the profession, with serious adverse
effects on organizational productivity,
operational continuity, team-building and
morale,” the experts wrote.
As they see it, there are two paths
forward: show, through research, that
the two-year experience requirement is
Copyright © 2022 by WCG CenterWatch
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justified and subsequently establish clear
pathways for gaining such experience; or
make entry into clinical research easier
by coming up with qualitative experience
requirements based on clearly defined
standards and competencies.
The Multi-Regional Clinical Trials
Center of Brigham & Women’s Hospital and
Harvard’s Joint Task Force for Clinical Trial
Competency, a global team of investigators,
educators and research professionals, has
developed a framework of competency areas needed to achieve high-quality, safe and
ethical research that would serve as a strong
starting point for a new approach, ACRP
says. It’s also important that any new model
accounts for transferable skills possessed by
those wishing to move into clinical research
from another profession.
Once a replacement model is defined and validated, it will be important
to achieve industrywide adoption and
determine what it actually translates
to in practice. Once this is done, ACRP
would be in a strong position to develop a
comprehensive guide on this new model,
the report states. This guide could also
be complemented by a “playbook” and
template for human resource teams that
simultaneously emphasize the need for
inclusivity and diversity, another prime
area of discussion.
Some sponsors have acknowledged
the experience requirement problem
already and worked to address it. Merck,
for example, has seen success with its Early
Talent Rotational Program, according to
Leslie Wolfe, the company’s director of
global clinical trials operations. Notably,
they created an entry-level position that
doesn’t require two years’ experience and
set up pathways for new recruits to rapidly
move on to other clinical research roles,
including clinical research associate, data
manager, clinical scientist and regulatory
affairs specialist. The initiative was successful in opening doors for non-intern, new
graduates who otherwise may not have
gotten a shot.

PPD also takes a similar approach through
its Clinical Development Academy, which
recruits, hires and develops select college
grads, people early in their careers and midlevel professionals who all have skills that
transfer to clinical research but little to no
experience. The program offers them professional networking opportunities, senior-level
mentors and other resources designed to
help them gain guidance and experience.
The other focus area identified in the
report, raising awareness about careers in
clinical research, is also essential to meeting greater demands and expanding the
pool of staff in research, and a number of
efforts are being undertaken that serve as
strong case studies.
In academia, for example, the North
Carolina community college Durham Tech
has established a specific clinical trials
associate curriculum that, in collaboration
with industry hiring managers, is forging
alternate paths around barriers into clinical
research, helping connect candidates with
opportunities and educating future workforce members on practical skills for entrylevel positions. The initiative is working well
to help fill staffing vacancies, says Sharleen
Traynor, fieldwork coordinator/instructor for
the program.
The University of California, Davis (UC
Davis) spearheads an innovative program
for training clinical research coordinators
that provides both educational classes and
hands-on clinical research exposure. The
program has been successful in training the
next generation on the core competencies
of CRCs, says Angela Griffiths, education
program manager at the UC Davis Clinical
Trial and Translational Science Center’s Clinical Trials Office.
Overall, the ACRP consortium believes
that in the face of an unsustainable status
quo, the industry’s current way of recruiting
and retaining staff “needs revolutionary rethinking” and a “more insight-driven, more
modern, more enlightened approach.”
Access the full report here: https://bit.ly/
3Uddmco.
CWW2635
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Ask the Experts

(continued from page 1)

used for this evaluation, the reasons why
initial screening failed and the nature of the
study, rescreening may or may not be medically/scientifically appropriate.
It is conceivable, however, that
rescreening may make good sense if, for
example, the reason for original exclusion
from the trial was based upon a selflimited predictably resolving condition or
based upon a laboratory test with a high
false-positive rate that upon appropriate
follow-up proved to be in error.
As you state, you will involve your IRB
with new ICF and modified protocol. This
information should be put to the IRB that
reviewed the study and approved before
implementation. The IRB should have approved any and all consents used during
the study, including those used for the
subject screening process.
Question: In a trial of an implantable
device in which field engineers go out
and assist the surgical team and activation team on how to operate the device
and have the site follow the protocol, can
those engineers perform some monitoring duties, such as regulatory document
reconciliation, device accountability, etc.,
without being trained as monitors? They
are GCP-trained but are not listed in the

A risk of such conflicts of
interest is that they may lead to
intentional or unintentional bias
or errors in the clinical trial and
may compromise the well-being
of the human research subjects.

monitoring plan as of now, given they are
field clinical engineers.
Answer: You would want to avoid the
appearance of a conflict of interest. A conflict of interest in a clinical trial related to
a clinical investigator may be considered
a conflict between the private interests
and official responsibilities of the clinical
investigator and the objective design,
conduct and reporting of the clinical
trial. A risk of such interests is that they
may lead to intentional or unintentional
bias or errors in the clinical trial and may
compromise the well-being of the human
research subjects.
HHS’ guidance document on financial conflicts of interest raises points to
consider in determining whether specific
financial interests in research affect the
rights and welfare of human subjects and,

if so, what actions could be considered to
protect those subjects.
You should check your local and national laws and policies to see if there are any
requirements related to conflict of interest
and clinical trials. The U.S. has regulations
related to federally funded studies and
ensuring objectivity at 42 CFR Part 50 and
45 CFR Part 94.
To address monitors directly, sponsors are required by FDA regulation (21
CFR 312.50) to ensure proper monitoring of the investigation. It would follow
then that monitors will generally be in
the employ, either directly or indirectly
(e.g., under contract), of the sponsor. This
arrangement is anticipated and fully consistent with FDA regulations. FDA inspects
sponsors and monitors to ensure that they
are meeting regulatory requirements with
respect to human subject protection and
data quality/integrity.
In any operation, it is prudent to look
at sources of real or potential conflict of
interest, approach these with transparency
and manage them in a way to minimize
negative impacts.
Read the HHS guidance here: https://
bit.ly/3BKspmO.
For more information on GCP Questions,
FDA Answers, click here: https://bit.ly/3QN
BOhF.
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Drug & Device Pipeline News
Company
Trials Authorized
Transcenta
Akouos

Drug/Device

Medical Condition

Status

TST003
AK-OTOF gene therapy

AVROBIO

Autologous
hematopoietic stem cell
gene therapy
INV-202

Solid tumors
Otoferlin gene-mediated hearing loss in
pediatric patients
Infants diagnosed with neuronopathic
mucopolysaccharidosis type II (Hunter
syndrome)
Diabetic kidney disease

IND approved by the FDA
IND approved by the FDA for phase
1/2 trial
CTA approved by the UK regulatory
authority for phase 1/2 trial

Inversago Pharma
I-Mab Biopharma

Lemzoparlimab with
azacitidine

Trials Initiated
Vaxxinity
UB-313
Excision BioTherapeutics EBT-101
Shasqi
SQ3370
Cidara Therapeutics
Adverum
Biotechnologies
Agenus

CD388
Ixoberogene
soroparvovec
Botensilimab alone and
with balstilimab

IND approved by the FDA for phase
2 trial
First-line treatment of patients with newly
Approval for a phase 3 trial granted
diagnosed higher-risk myelodysplastic syndrome by China’s regulatory authority
Migraine
Initiation of phase 1 trial
HIV-1
Initiation of phase 1/2 trial
Locally advanced and/or metastatic solid tumors Initiation of phase 2 portion of
phase 1/2a trial
Influenza
Initiation of phase 2a trial
Wet age-related macular degeneration
Initiation of phase 2 trial
Microsatellite stable colorectal cancer

Initiation of phase 2 trial
continues on next page
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Drug & Device Pipeline News
Company
Agenus
BioMed Valley
Discoveries

Drug/Device
Botensilimab
Ulixertinib (BVD-523)
in combination with
hydroxychloroquine
Hepion Pharmaceuticals Rencofilstat
Pardes Biosciences
PBI-0451

Sparrow
Pharmaceuticals
MC2 Therapeutics
Locus Biosciences
Axsome Therapeutics
Lyra Therapeutics
Pfizer
Approvals
Bristol Myers Squibb

Mallinckrodt
Revance Therapeutics

Spectrum
Pharmaceuticals
Pfizer

(continued from page 5)

Medical Condition
Advanced melanoma
Advanced gastrointestinal malignancies with
MAPK mutations

Status
Initiation of phase 2 trial
Initiation of phase 2 trial

Non-alcoholic steatohepatitis
Treatment of nonhospitalized symptomatic
adults with COVID-19 who aren’t at risk of
progressing to severe illness
SPI-47 (prednisolone and Polymyalgia rheumatica
SPI-62)
MC2-25 cream
Stage 3-5 chronic kidney disease-associated
pruritus
LBP-EC01
Urinary tract infections
AXS-05
Alzheimer’s disease agitation
LYR-210
Chronic rhinosinusitis in adults
Quadrivalent modified
Influenza
RNA influenza vaccine

Initiation of phase 2 trial
Initiation of phase 2 trial

Sotyktu (deucravacitinib) Moderate-to-severe plaque psoriasis in adults
who are candidates for phototherapy or systemic
therapy
Terlivaz (terlipressin)
Hepatorenal syndrome
injection
Daxxify
Temporary improvement of moderate-to-severe
(daxibotulinumtoxinAfrown lines in adults
lanm) for injection
Rolvedon
Febrile neutropenia in adults with nonmyeloid
(eflapegrastim-xnst)
malignancies receiving myelosuppressive
injection
anticancer drugs
Comirnaty COVID-19
COVID-19 in children six months to less than five
vaccine
years of age

Approved by the FDA

Initiation of phase 2 trial
Initiation of phase 2 trial in Europe
Initiation of phase 2/3 trial
Initiation of phase 3 trial
Initiation of phase 3 trial
Initiation of phase 3 trial

Approved by the FDA
Approved by the FDA

Approved by the FDA

Approved in Canada

BioNTech
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