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Cancer Patients Signal Interest in
Less Travel, More Remote Trial Options
By James Miessler

T

here’s been considerable skepticism
about using decentralized trial (DCT)
approaches in cancer trials, with
procedural complexity, nature of disease
and other considerations lending themselves more to in-person visits. But a new
survey shows cancer patients have greater
interest in trials when remote technology
cuts down on travel and other participation burdens.
The survey conducted by researchers at
the American Cancer Society Cancer Action
Network and published in JAMA Network
Open found that 85 percent of respondents
said they’d be more open to joining a trial
with activities carried out at a local facility,
and 82 percent said they would participate

in a trial that uses wearable technology to
capture trial data.
The 1,183 cancer patients/survivors
responding to the survey were asked about
nine specific remote modifications that
decreased the need to travel to a site. All
nine received positive responses from the
majority, including:
} Health apps to track trial data (81
percent);
} Oral trial medications delivered to and
taken at home (81 percent);
} Trial check-ins by video from home
(77 percent);
} Virtual informed consent (77 percent);
} Trial activities by video from home
(73 percent);
see Cancer Patients on page 3

»

W

hile the pandemic’s impact on
clinical trials has been evident
— trials paused or closed, new
trial starts delayed, enrollment and retention declining — some hard data from two
renowned research institutions have cast
light on the pandemic experience.
Researchers at the Dana-Farber Cancer
Institute (DFCI) and the Tisch Cancer Institute
(TCI) at the Icahn School of Medicine at Mount
Sinai looked at their enrollment numbers over
the past two years to quantify how well they
coped and spotted two important changes:
differences in how funding sources were able
to adapt and racial shifts in trial cohorts.
Oncology trials in general, the largest portion of clinical research by a wide margin, may
Vol. 26, Issue 29. Copyright © 2022 by WCG CenterWatch

have been harder hit than other therapeutic
areas due to their requirements for frequent
visits, additional patient examinations, complex procedures and very sick and vulnerable
patients, among other intricacies. But their
experiences can inform the entire industry.
DFCE and TCI found a 46 percent
decrease in enrollment in March through
May 2020, the first peak of the pandemic.
Specifically, DFCI dropped from 716 patients enrolled in the prepandemic period
(December 2019 to February 2020) to just
405 patients during the first peak, while TCI
dropped from 144 patients to 59.
Once the institutions implemented measures in response to the pandemic, such as
telehealth visits and investigational product
see New Study on page 4
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New Study Shows Trends in Funding, Racial
Balance Amidst COVID-19
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Industry Briefs
FDA Calls for Loosening
Eligibility in Noncurable
Cancer Research
In an effort to broaden the eligibility
criteria of noncurable cancer trials, the
FDA has published final guidance recommending that sponsors and investigators
allow patients who have not taken existing
treatment options to participate.
The short guidance, which defines
noncurative cancer as unresectable, locally
advanced or metastatic disease in solid
tumors or hematologic malignances with
unfavorable long-term overall survival, explains that patients who haven’t received
available therapy should be able to receive
investigational drugs as long as they’re
adequately informed about their existing
options prior to consenting.
To accommodate this group, the
guidance offers three considerations for
trial design. First, sponsors should ensure
that all aspects of informed consent are
addressed when consenting participants,
including alerting them to “appropriate
alternative procedures or courses of treatment, if any, that might be advantageous.”
In addition, patients who have and
haven’t received available therapies

should be split into separate cohorts if
interpreting the efficacy results requires a
homogenous patient population. Efficacy
analyses could also be done in prespecified
subgroup analyses defined by prior receipt
of available therapy.
Lastly, early dose-escalation trials
may evaluate safety without considering
participants’ prior therapies as long as the
drug’s toxicities aren’t expected to differ
across patient subgroups, the agency said.
The draft form of the guidance was issued a year ago (CenterWatch Weekly, June
28, 2021).
Read the final guidance here: https://
bit.ly/3OI7xjh.

Labcorp Announces Plan to
Re-spin Out CRO Business
Labcorp has announced it intends to
split into two independent, publicly traded
companies, with its global laboratory services retaining the Labcorp name and its
clinical research business, formerly known
as Covance, going so far unnamed.
The company acquired Covance, one of
the world’s largest CROs, in February 2015
for approximately $6.2 billion and renamed
it Labcorp Drug Development (LDD) last

year. LDD’s annual revenue is approximately
$11 billion (CenterWatch Weekly, March 28).
The separate clinical development business will serve as a global CRO and provide
support on phase 1 through 4 trials for
pharma and biotech companies. Labcorp
has not yet specified whether the clinical
development company will continue to
operate under its current Labcorp Drug
Development name or be retitled.
Labcorp anticipates finalizing the split
in the second half of 2023.

WCG Calls for Submissions
for Innovation Challenge at
MAGI West
The WCG Innovation Challenge is open
for submissions from clinical trial individuals and groups with novel, executable ideas
that have an impact on site efficiency, trial
performance or quality improvement.
Submissions will be reviewed by WCG
and finalists will present their ideas at the
WCG MAGI West Conference in Las Vegas,
Oct. 16 to 19. Conference attendees will
vote on the winning idea.
The deadline for submissions is Aug. 15.
For more information, click here:
https://bit.ly/3PZ0nZ2.
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Injectable trial medications given at
home by trial staff (67 percent); and
} IV trial medications given at home by
trial staff (60 percent).
Even patients who initially said they
would not join a trial for any reason reported
an increase in willingness when presented
with remote choices, the researchers noted.
But a minority of respondents said
these options would actually decrease their
willingness to join a trial. For instance, 20 percent of respondents said that IV medications
delivered to and infused in the home by trial
staff would deter them from joining a trial.
Nancy Sacco, head of clinical/site development operations for SiteBridge Research,
an integrated research organization in
Chapel Hill, N.C., says that traveling can be
especially burdensome for cancer patients,
who may worry about being exposed to
other infections and diseases, for example,
or find leaving home difficult if surgery has
been part of their treatment regimen.
While cancer patients have been open
to participating remotely to some degree
in her experience, a hybrid trial may be the
ideal way to go for piquing interest, both for
patients open to remote approaches and
patients against them.
Thinking carefully about what can and
should be carried out remotely in a trial
should be done from the very start, not
implemented through an amended protocol
or as a “rescue” measure for trials struggling
to retain and recruit, she cautioned.
“[Patients] do not necessarily prefer
completely remote clinical trials. Being seen
periodically by the principal investigator is
important to patients,” she told CenterWatch
Weekly. “It does provide a sense of comfort
and a sense of medical care that telemedicine visits and at-home care by a nurse or
technologist do not necessarily fulfill.”
The survey findings back up this point: 86
percent of respondents noted that the option
to do in-person visits was still an important
consideration, even when enrolling in a trial
in which all activities could be done at home.
}

Copyright © 2022 by WCG CenterWatch

Respondents’ average age was 58 and the
race/ethnicity breakdown was 70 percent
White patients and survivors; 20 percent
Black; 3 percent Native American; and 2
percent Asian and Pacific Islander. Only 10
percent of respondents named Hispanic,
Latinx or Spanish as their ethnicity.
From Sacco’s perspective, there’s room
to make cancer trials more of a hybrid
activity, though this will of course depend
on the type/stage of cancer, the procedures involved and the dosing regimen,
and may not be as easily done in oncology
compared to other disease areas, such as
diabetes and arthritis.
For example, many cancer treatments are
drug infusions that involve special setups,
administration by infusion nurses, preparation by a pharmacist prior to dosing and
more complex storage requirements. In addition, cancer often involves more imaging

than other diseases, which can’t be done at
home when PET or CAT scans, for example,
are required. For these reasons, cancer trials
have been slower to move in a more DCT
direction than other areas — but it’s not a
space that can’t be decentralized, Sacco said.
“The changes are slower for oncology
than other therapeutic indications,” she
said. “There’s still a way to go, likely because
oncologists need to shift some of their thinking on how these patients can be treated
remotely and influence a bit more the sponsor study designs and the patients, who may
have felt the negative impact of lockdown
and now want to get back to the physician
offices, infusion clinics, etc.”
“I do think it’s possible to redesign the
clinical study approach for DCT if and as the
protocol allows,” she said.
Read the full study findings here: https://
bit.ly/3vh6qQF.

Respondents’ Willingness to Adopt Remote Methods
Oral cancer
drugs delivered
and taken at home

Provide informed
consent electronically

Use health apps

Specific decentralization modification

Cancer Patients
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Use wearable
technology to monitor
personal health data

Share personal health
data from app with
health care practitioners

Share personal health
data from wearable
technology with
health care practitioners

Intramuscular
or subcutaneous
drugs delivered and
administered at home

Very unwilling
Somewhat unwilling
Not sure
Somewhat willing

Intravenous drugs
delivered and
administered at home

Very willing
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“Although the majority of patients
previously enrolled in clinical trials remained on trial during the first pandemic
period,” they wrote, “non-White patients
were more likely than white patients to
be taken off trial during the first pandemic period.”
“The differences in clinical trial enrollment during the pandemic based on race
warrants further investigation, though this
finding aligns with prior studies suggesting
significant racial disparities in care during
this time.”
Access the study findings here: https://
bit.ly/3S9ihKv.

Percentage of Trial Enrollment by Funding Source
Government sponsored

Academically sponsored

Industry sponsored
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shipments to patients’ homes, they were
able to bounce back within one year. While
TCI had not fully rebounded, accruing 114
patients in March through May 2021, DFCI
actually surpassed its prepandemic recruitment numbers, picking up 769 patients in
that timeframe.
But those numbers don’t tell the full
story, the study reveals. Looking at funding
sources, the analysis showed a significant
shift in enrollment away from trials funded
by academic sources to those sponsored by
industry. Academically funded trials made
up 53.9 percent of total enrollment for the
institutions at the start of the pandemic
compared to 36.6 percent for industrysponsored trials, with federally funded trials
making up 9.5 percent.
After two years of the pandemic, industry-sponsored trial enrollment edged out
academic at 47.5 percent and 46.3 percent
respectively. The federally funded portion of
enrollment dropped to 6.2 percent.
“This perhaps shows a better adaptation
among industry-sponsored clinical activities,” the researchers wrote in Annals of Oncology, though they noted “academic trials
can be more resource-intensive endeavors,
often requiring research biopsies and more
visits, which could have limited accrual.”
All sponsor categories experienced a
serious decline in new trial starts, the study
shows. At DFCI, trial activation numbers
dropped by 23.6 percent in the first peak
of the pandemic. These declines began
recovering across all sponsor categories later
in the crisis, and Dana-Farber eventually saw
a 30.4 percent increase in trial starts by May
2021. As the pandemic waned, the industry
overall was able to significantly slash study
startup times and activate trials faster (CenterWatch Weekly, May 10, 2021).
Like so many other sites, DFCI and TCI
also saw an increase in the number of protocol deviations, most of which were related
to the pandemic. Of 40 deviations, 34 were
pandemic-related, a far cry from the nine

trial deviations the institutions experienced
in the prepandemic period. The rate of
serious adverse events, however, was unchanged during the crisis, the analysis found.
Interestingly, the researchers noticed racial disparities among participants that were
removed from trials during the pandemic, a
phenomenon they believe should be more
closely examined. Although non-White
(Black, Hispanic and other) participants
made up 25 percent of participants in one
cohort of 269, they represented 31.2 percent
of the 34 people dropped from the trials.
Hispanic participants, at 21.9 percent, were
the largest non-White group dropped by far.

ec

(continued from page 1)
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Drug & Device Pipeline News
Company
Trials Authorized
HOOKIPA Pharma

Drug/Device

Medical Condition

Status

HB-300

IND approved by the FDA

Obsidian Therapeutics
Ascentage Pharma

OBX-115
Olverembatinib (HQP1351)

Sirnaomics

STP705

Metastatic castration-resistant prostate
cancer
Solid tumors
Refractory chronic myeloid leukemia
or Philadelphia chromosome-positive
acute lymphoblastic leukemia
Advanced liver tumors

Incannex

IHL-675A

Inflammation

TJ-CD4B
Intranasal BLB-201 vaccine

Solid tumors
Respiratory syncytial virus

Initiation of phase 1 trial
Initiation of phase 1 trial

Advanced solid tumors
ADCT-601 (mipasetamab
uzoptirine)
ORTHO-R

SON-1010
Advanced solid tumors

Initiation of phase 1 trial in Australia
Initiation of phase 1b trial

Rotator cuff tear repair

Initiation of phase 1/2 trial

Trials Initiated
I-Mab Biopharma
Blue Lake
Biotechnology
Sonnet BioTherapeutics
ADC Therapeutics
Ortho Regenerative
Technologies

IND approved by the FDA
CTA approved in Canada

IND approved by Taiwan’s regulatory
authority
Approval for a phase 1 trial granted
by Australia’s regulatory authority

continues on next page

»

Submit Your Ideas for the
WCG Innovation Challenge
WCG is providing an opportunity for those who have
interesting, innovative ideas related to clinical trial site
efficiency, increased performance or quality improvement
to submit to the WCG Innovation Challenge!
Submissions can be novel ideas or the result of a completed
project — we're open to anything!
The deadline for submissions is August 15, 2022.

LEARN MORE
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Drug & Device Pipeline News

(continued from page 5)

Company
Sonnet BioTherapeutics

Drug/Device
SON-080

Medical Condition
Persistent chemotherapy-induced
peripheral neuropathy

Status
Initiation of phase 1b/2a trial in
Australia

Neuraptive
Therapeutics

NTX-001

Facial paralysis

Initiation of phase 2a trial

Celldex Therapeutics

Barzolvolimab

Chronic inducible urticaria

Initiation of phase 2 trial

MediciNova

MN-001 (tipelukast)

Nonalcoholic fatty liver disease,
type 2 diabetes mellitus and
hypertriglyceridemia

Initiation of phase 2 trial

Nanoscope
Therapeutics

MCO-010

Stargardt disease

Initiation of phase 2 trial

SOTIO Biotech

SOT101 plus Keytruda

Advanced/refractory solid tumors

Initiation of phase 2 trial

Synaptogenix

Bryostatin

Alzheimer's disease

Initiation of phase 2 trial

Sling Therapeutics

Linsitinib

Active moderate-to-severe thyroid eye
disease

Initiation of phase 2b trial

Palisade Bio

LB1148

Return of bowel function following
gastrointestinal surgery

Initiation of phase 3 trial

Benlysta (belimumab)

Children age five to 17 years with active
lupus nephritis

Approved by the FDA for expanded
age indication

Approvals
GlaxoSmithKline
AcuFocus

IC-8 Apthera intraocular lens

Cataracts

Approved by the FDA

Biotronik

Pulsar-18 T3 peripheral selfexpanding stent system

Endovascular treatments

Approved by the FDA

ilooda

Secret Duo

Monkeypox scarring

Approved by the FDA

Global Blood
Therapeutics

Oxbryta (voxelotor)

Hemolytic anemia in sickle cell disease
patients age 12 years and older

Approved in UK
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