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Weekly

This monthly feature presents a variety 
of questions from clinical trial profes-
sionals with answers from WCG ‘s 

expert staff. This month features Christopher 
Doyle, director of IBC Services, Daniel Kava-
nagh, senior scientific adviser, gene therapy, 
and Yvonne Higgins, WCG IRB quality assur-
ance adviser.

Question: How do emergency use au-
thorizations (EUAs) for COVID-19 vaccines 
affect institutional biosafety committee 
(IBC) oversight requirements for ongoing 
clinical trials?

Answer: There are at least a dozen 
mRNA, DNA and virally vectored COVID-19 
vaccines currently being tested in clinical 
trials. Given their composition, administra-
tion of such vaccines to research subjects 

constitutes human gene transfer under NIH 
guidelines for the protection of human sub-
jects in research. That means IBC oversight is 
likely required at each individual trial site. Of 
note, the NIH guidelines apply to research, 
irrespective of a product’s FDA, EUA or 
approval status; if a subject is enrolled in a 
human gene transfer research trial, the fact 
that the gene transfer product has an EUA 
or is approved for use does not exempt that 
research from IBC oversight.

As EUAs for COVID-19 vaccines are is-
sued, many sponsors are amending existing 
clinical trial protocols to allow previously 
blinded placebo recipients to receive an 
active vaccine. Importantly, subjects in these 
amended protocols are being vaccinated 

Ask the Experts: Genetic Research 
and IBC Oversight Requirements

By Charlie Passut

S ites are facing a bottleneck in trial 
operations as they juggle restarting 
nonCOVID-19 trials, continuing ongo-

ing COVID-19 trials and returning to their 
prepandemic plans for new trials. 

Recovery will take time and require sites 
to outsource some of their nonresearch 
tasks, such as data entry and billing. The 
rebound will also require sites to shift the 
balance of power with sponsors and CROs 
and ask for more support. While industry 
experts may disagree on the specifics of 
how to do that, they do agree that sites 
need to increase their efficiency to meet the 
demands of postpandemic operations.

“When you have a black swan event that 
slows the industry to a crawl, it will take a lot 

longer to get back to a new normal,” James 
Allgood, a trial operations analyst with 
Egnyte, told CenterWatch Weekly.

According to WCG, which tracks industry-
sponsored trials in its Knowledge BaseTM, 
the backlog of trials continues to build. In 
December, the number of studies that had 
been planned but missed their start dates 
rose to 815, a 265 percent increase over the 
previous month’s total of 307.

“Finding sites with capacity will be diffi-
cult,” Allgood said, adding that recruitment 
is going to be a serious challenge because 
“finding volunteers who are not catching 
up for lost time in movie theaters or on 
cruise ships will be really hard. And the 
supply chain will be just as constrained as 
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The following summary of CenterWatch’s

2019 Global Site Relationship Survey presents 

sites’ views on the sponsors they work with. 

The December issue of The CenterWatch 

Monthly will report sites’ opinions on CROs.

 

CenterWatch survey, but sites say they need 

to see more progress in almost all aspects of 

their working relationship.

More than 4,000 sites responding to 

CenterWatch’s 2019 Global Site Relationship 

Survey rated their sponsors’ performance on 

40 key attributes, giving only about half of 

them high marks across the board and 

indicating there still is work to be done, 

especially in the areas of contracting and 

budgeting.

Sponsors have made some strides on the 

attributes sites deemed most important, 

primarily in the areas of project support and 

study monitoring, which contribute to the 

rise in sites’ overall satisfaction with sponsors 

in 2019. 

Sponsors’ average “excellent” rating rose 5 

percent overall from 2017 — up to 53 

percent in 2019 from 48 percent — reflecting 

slight improvements in attributes such as 

organization and preparation, having easily 

accessible staff and providing good overall 

protocol design. 

Most-Valued Sponsor Attributes
The following top 10 attributes sites 

ranked as “very important” in 2019 re-

S ponsors’ ability to meet the needs of 

their sites has improved slightly in 

recent years, according to a new
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COVID-19 Update  

COVID-19 Drug Research 
Roundup 
COVID-19 Vaccines:

Pfizer and BioNTech reported last week 
that the trial of their codeveloped vaccine 
BNT162b2 has generated safety data on 
44,000 trial participants, 12,000 of whom 
were followed for at least six months after 
administration of the second dose, giving 
U.S.-based Pfizer sufficient safety data to 
submit a biologics license application to the 
FDA, according to CEO Albert Bourla. The 
vaccine currently is being distributed in the 
U.S. under FDA Emergency Use Authorization 
(EUA) only. The companies also reported that 
the vaccine is 91.3 percent effective against 
COVID-19 and 95 percent to 100 percent 
effective against severe COVID-19 in patients 
age 16 and older. The companies added 
that the vaccine was 100 percent effective in 
preventing COVID-19 cases in South Africa.

Meanwhile, a 2,260-person phase 3 study 
shows Pfizer/BioNTech’s COVID-19 vaccine 
is well-tolerated and 100 percent effective 
at preventing symptomatic disease among 
adolescents age 12 to 15 years. In total, the 
researchers observed 18 cases of COVID-19 
in patients randomized to placebo vs. zero 
cases in adolescents who received the two-
dose vaccine. Side effects observed in study 
participants were reportedly similar to those 
seen in patients age 16 to 25 years. The data 
from this trial, while not yet peer-reviewed, 
will be submitted to the FDA and serve as an 
amendment to the current vaccine’s EUA for 
patients age 16 years and older.

A real-world study led by the Centers for 
Disease Control and Prevention shows Pfiz-
er/BioNTech’s and Moderna’s COVID-19 
vaccines are effective at preventing SAR-
CoV-2 infections in healthcare and essential 
workers. The study, which included 3,950 
people from six states, tested the efficacy of 
the two messenger-RNA vaccines between 
December 2020 and March of this year. 
The risk of infection among participants at 
two weeks after a single vaccine dose was 

reduced by approximately 80 percent. Ad-
ditionally, the risk of SARS-CoV-2 infection 
was reduced by 90 percent at two or more 
weeks following the second dose. These 
findings validate previously reported phase 
3 data but also show how the vaccines work 
outside a clinical trial setting.
COVID-19 Therapies:

New results from a phase 3 clinical trial 
show Humanigen’s monoclonal antibody 
lenzilumab significantly reduces the risk of 
death among hospitalized patients with 
COVID-19. The study enrolled 520 adult 
patients with COVID-19 across 29 clinics in 
Brazil and the U.S. Patients in this trial repre-
sented a real-world, high-risk population as 
they often presented with various comor-
bidities, including an elevated body mass 
index. The patients in this study who were 
treated with lenzilumab plus other thera-
pies, including steroids and/or Gilead Sci-
ences’ remdesivir, experienced a 54 percent 
increased likelihood of survival after 28 days 
of treatment compared with patients who 
received only placebo and other therapies. 
The company says it plans to seek an EUA 
from the FDA for lenzilumab based on the 
positive study findings.

In a phase 2 study, treatment with a 
COVID-19 antibody combination consisting 
of Eli Lilly’s bamlanivimab plus Vir Biotech-
nology’s and GlaxoSmithKline’s VIR-7831 
was associated with a 70 percent reduction 
in high viral load after only one week. There 
were no serious adverse events associated 
with treatment in this study. The companies 
involved in the trial suggest the combination 
regimen could offer increased protections 
against SARS-CoV-2 variants that have de-
veloped resistance to bamlanivimab, accord-
ing to preclinical data. GSK and Vir recently 
filed for an EUA with the FDA for VIR-7831 
after another trial found the monoclonal 
antibody candidate led to an 85 percent 
reduction in the risk of hospitalization and 
death compared with placebo. Previously, 
the FDA authorized Lilly’s bamlanivimab for 

COVID-19 and also subsequently authorized 
bamlanivimab with the company’s other 
COVID-19 antibody drug etesevimab.

South Korea’s Aptabio has announced 
plans to launch a phase 2 trial of the com-
pany’s oral drug candidate APX-115 for the 
treatment of COVID-19. The candidate is a 
transmembrane enzyme NADPH oxidase 
inhibitor that has undergone investigation 
in Europe for diabetes-related complications. 
Data from a European phase 1 trial showed 
the drug did not lead to any observable 
safety signals. COVANCE will conduct the 
study, which plans to enroll 80 patients with 
COVID-19 from 12 U.S. medical centers. Pend-
ing positive results from the phase 2 trial, 
Aptabio intends to submit an EUA application 
for APX-115 following a confirmatory trial.

The recently launched 12-month 
PROTECT-V trial from the University of 
Cambridge is investigating the effective-
ness of different therapies to help prevent 
vulnerable people, including kidney patients 
and immunocompromised individuals, from 
developing COVID-19. Up to 2,250 people 
across the UK are expected to be enrolled in 
the clinical trial. A similar trial conducted by 
the University of Nottingham will examine 
the effectiveness of different therapies for 
reducing SARS-CoV-2 transmission and seri-
ous illness among residents and staff of care 
homes. This two-year trial, termed PROTECT-
CH, will be launched in May of this year and 
will recruit 12,000 elderly residents from 
more than 400 care homes. 

Findings from an ongoing phase 1b 
study from Sorrento Therapeutics show 
the company’s human allogeneic adipose-
derived mesenchymal stem cells, dubbed 
COVI-MSC, led to signs of clinical improve-
ment when administered every other day 
among patients with COVID-19-induced 
acute respiratory distress or acute respirato-
ry distress syndrome. The nine patients who 
were treated with COVI-MSC had a notice-
able reduction in the need for high inspired 

continues on next page »
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oxygen concentration. Also, these patients 
were transferred out of the intensive care 
unit and discharged from the hospital within 
a few days of their third therapy infusion. 
The researchers observed no infusion-relat-
ed safety events. Sorrento says it’s currently 
working with the FDA to develop a phase 2 
trial, which will be placebo-controlled and 
conducted across several sites in the U.S., 
Brazil and Mexico. The company is also work-
ing to identify the appropriate sample size 
and data necessary to support an EUA. 

Interim findings from a phase 2b/3 
study conducted by NeuroRx and Relief 
Therapeutics show intravenous RLF-100 
(aviptadil) improved survival and recovery 
in critically ill patients with COVID-19 at 60 
days following treatment. The randomized 
trial included 196 patients, all of whom re-
ceived standard-of-care in conjunction with 
either RLF-100 or placebo. Approximately 75 
percent of patients who received RLF-100 
recovered at two months, while 55 percent 

of patients who received placebo also recov-
ered at this follow-up period. The survival 
rates were 84 percent in the RLF-100 arm vs. 
60 percent in the placebo group. While the 
FDA did not approve an EUA for aviptadil 
last year based on data from an open-label 
study, the two sponsors of this phase 2b/3 
trial hope the new data are strong enough 
to support an authorization.

The FDA has granted an EUA for Becton 
Dickinson’s (BD) antigen test that detects 
SARS-CoV-2, influenza A and influenza B 
in a single test. The 15-minute test is called 
BD Veritor System for Rapid Detection of 
SARS-CoV-2 & Flu A+B assay and is run on 
the company’s BD Veritor Plus System. Cur-
rently, more than 70,000 active BD Veritor 
Systems are being used at hospitals, doctors’ 
offices, urgent care clinics, retail pharmacies, 
nursing homes, schools and other locations 
in the U.S. According to BD, the new test 
is expected to launch this summer in time 
for the 2021 to 2022 flu season. Healthcare 

providers can order this test if patients are 
suspected to have COVID-19, influenza A 
or influenza B within a six-day period of 
symptom onset.

SaNOtize’s early nitric oxide nasal spray 
(NONS) significantly reduced SARS-CoV-2 
levels among 79 confirmed COVID-19 cases 
in a randomized, double-blind phase 2 trial. 
In the first 24 hours, there was an average 
95 percent viral load reduction among 
participants. The viral load declined by more 
than 99 percent within 72 hours of treat-
ment with NONS. Overall, the researchers 
concluded that treatment with NONS was 
associated with an accelerated clearance of 
the novel coronavirus by a factor of 16-fold 
when compared with placebo. Given that 
this study was conducted in the UK, most 
patients in the trial had been infected with 
the UK variant of SARS-CoV-2. No adverse 
events were recorded in the trial. SaNOtize 
says it soon plans to apply for emergency 
authorization in the UK and Canada.
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AbbVie Algorithm Quantifies 
Burden Trial Protocols Place 
on Patients
AbbVie is developing an algorithm for deter-
mining the level of burden a protocol would 
put on trial participants.

Allam Fakhoury, senior director and 
head of portfolio design and execution at 
AbbVie, said the company used about 700 
responses to an online survey by Inspire, a 
social network for patients and caregivers, to 
create a pilot scoring system for five indica-
tions – rheumatologic disease, dermatologic 
disease, inflammatory bowel disease, hema-
tological malignancies and solid tumors.

ZS, a global consulting and analytics 
firm, assisted AbbVie with defining the 

burden score based on four factors – proce-
dural, convenience, lifestyle and caregiver 
considerations – that were identified before 
the pandemic. ZS provided similar assistance 
and funding to the Tufts Center for the Study 
of Drug Development (CSDD) to develop its 
own algorithm that is highly predictive of 
patient burden in trials (CenterWatch Weekly, 
Feb. 22, 2020). CSDD unveiled its algorithm 
in February.

Poll Shows Remote 
Monitoring to Become 
More Commonplace
A new poll of clinical research profession-
als suggests remote monitoring, a tactic 
necessitated by the pandemic, will be-

come more commonplace once the global 
health crisis ends.

Nearly two-thirds of 369 respondents 
(64 percent) to a reader poll conducted 
by Clinical Trials Arena said they plan to 
amend future clinical trial protocols to 
include remote monitoring, while the 
remaining 36 percent aren’t planning to 
make such amendments.

The FDA issued guidance supporting re-
mote monitoring during the pandemic and 
has signaled that it will not require sponsors 
to remonitor all of the data postpandemic. 
But agency officials advised sites and CROs 
to discuss the possibility of deploying 
source data verification (SDV) with sponsors 
(CenterWatch Weekly, Aug. 3, 2020).

Comparison of NonCOVID-19 Industry-Sponsored Trial Starts by Quarter, 2019 to 2020

In the first half of 2020, the number of clinical trials started in the U.S. dropped sharply as the effects of the COVID-19 pandemic were felt. In the third 
quarter, the number of clinical trial starts began to rebound with a 16.2 percent increase over the same quarter in 2019. In the fourth quarter of 2020, 
the number of starts increased further, with a 7.5 percent increase over the prior year.

Source: WCG Knowledge BaseTM

Data Point
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This feature highlights changes in clinical 
trial organizations’ personnel.

AavantiBio
Christopher Wright has been appointed 
chief medical officer at AavantiBio. 
Wright previously served as senior vice 
president and chief medical officer of 
Cyclerion Therapeutics.

Adverum Biotechnologies
Adverum Biotechnologies has hired Anand 
Reddi as vice president of patient advocacy, 
access and digital innovation. Reddi recently 
served as head of digital innovation at Gil-
ead Sciences. Adverum has also hired Bill 
Tan, former senior consultant for clinical op-
erations at 89bio, to serve as vice president 
and clinical operations program lead.

Arcutis Biotherapeutics
Sean Brugger has joined Arcutis Biothera-
peutics as executive director of field medical 
affairs. Most recently, Brugger was regional 
director of Alexion Pharmaceuticals.

Astrea Bioseparations
Gabe Longoria has been named chief 
commercial officer of Astrea Bioseparations. 
Longoria was recently Horizon Discovery’s 
global head of commercial.

Bone Therapeutics
Anthony Ting has been appointed chief 
scientific officer of Bone Therapeutics. Prior 
to joining Bone, Ting was senior director of 
regenerative medicine at Athersys.

Cardiol Therapeutics
Andrew Hamer has been named chief med-
ical officer of Cardiol Therapeutics. Previously, 
Hamer was executive director and global 
development-cardiometabolic at Amgen.

Chiesi USA
Chiesi USA has appointed Martin Marciniak 
vice president of medical affairs. Marciniak 

most recently served as vice president of U.S. 
medical affairs at GlaxoSmithKline.

Cybin
Cybin has named Alexander Belser the 
company’s chief clinical officer and Aaron 
Bartlone the new chief operating officer. 
Belser recently served as chief clinical officer 
at Adelia Therapeutics, and Bartlone was 
most recently the president and managing 
director at AB Dynamix.

Follicum
Kim Arvid Nielsen has taken the helm of 
Follicum as its CEO. Nielsen was formerly the 
chief medical officer of CytoVac.

Generate Biomedicines
Michael Nally has been named CEO of Flag-
ship Pioneering’s machine-learning drug de-
velopment startup Generate Biomedicines. 
Previously, Nally was the chief marketing 
officer of human health at Merck.

Gilead Sciences
Flavius Martin, Amgen’s former vice 
president of oncology and inflammation 
discovery research, has been named vice 
president of research at Gilead Sciences.

Immunome
Immunome has named Dennis Giesing the 
company’s new chief development officer. 
Recently, Giesing served as chief scientific 
officer at Taris Biomedical.

LabVantage Solutions
Mikael Hagstroem has been named 
CEO of LabVantage Solutions. Most 
recently, Hagstroem was CEO and presi-
dent of MetricStream.

MatriSys Bioscience
Joyce Rico has been appointed chief 
medical officer of MatriSys Bioscience. 
Rico was formerly chief medical officer of 
Novan Therapeutics.

Maze Therapeutics
Atul Dandekar has been tapped by Maze 
Therapeutics to serve as the company’s chief 
strategy officer. Prior to this new appoint-
ment, Dandekar was vice president and 
global franchise head for ophthalmology at 
Genentech and Roche.

Medable
Medable has named Sina Mossayeb as 
chief design officer. Mossayeb was previ-
ously the chief creative officer at Aero.

Medigene
Medigene’s vice president of clinical affairs, 
René Goedkoop, is set to replace Kai 
Pinkernell as chief medical officer by the 
end of this month.

OKYO
Rajkumar Patil, former vice president of 
research and development of Ora, has been 
appointed chief scientific officer of OKYO.

SiteOne Therapeutics
Former vice president of research at SiteOne 
Therapeutics, John Mulcahy, has been 
named CEO of the company.

Surface Ophthalmics
Surface Ophthalmics has selected Associate 
Professor of Ophthalmology Preeya Gupta 
of the Duke University Eye Center as its new 
chief medical adviser.

Vividion Therapeutics
Vividion Therapeutics has tapped Brian Koh 
to serve as head of translational sciences 
and clinical development. Koh was most 
recently senior director and clinical research/
development of hematology/oncology at 
Gilead Sciences.

Xcovery
Giovanni Selvaggi has been named 
CEO of Xcovery. Selvaggi was formerly the 
company’s chief medical officer.
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it was during the pandemic, maybe even 
more so.”

Craig Lipset, founder of Clinical Innova-
tion Partners and former head of clinical 
innovation at Pfizer, said the number of con-
current clinical trials was also responsible for 
the bottleneck. “The fact that studies were 
delayed — for example, through paused en-
rollment and extended enrollment durations 
— while sponsors went to get other studies 
up and running, likely means that we have 
more concurrent studies than we ordinarily 
would, which certainly creates a bottleneck 
for sites,” he said.

Allgood also said that while sites could 
try to increase their capacity by 5 percent 
to 10 percent, that alone probably won’t 
be enough to solve the problem. “Sites run 
pretty lean as it is.” He said sites can ditch 
paper forms and adopt technologies, such 
as clinical trial management systems (CTMS), 
“but in order to improve site capacity, you 
really need to rethink the site model and 
switch to a more decentralized way of 
recruiting and collecting data.” He also said 

CROs and sponsors should work to reduce 
the burden faced by sites — a task he said is 
best accomplished by simplifying protocols, 
especially in the near-term.

“I think there will be some increase of 
sites opening, but it will be nowhere near 
what is needed,” Allgood said, adding that 
the industry “already had a shortage of 
qualified clinical staff before the pandemic, 
and nothing that happened during the 
pandemic really helped that shortage.”

Lipset agreed that simpler protocols 
would ease the burden on sites, adding that 

“a concurrent shift in the location for study 
visits, wherever possible and appropriate, 
is certainly a very reasonable countermea-
sure.” He adds that many sites are trying to 
overcome the burden they face by mak-
ing investments in different technologies, 
including deploying a CTMS and other 
operational infrastructure at the site. “Sites 
can also plan their state of readiness with 
different decentralized approaches, like the 
use of video. Those types of investments 
seem appropriate.”

But Lipset said the challenge for many 
sites will be whether they can recoup 
their investment. For example, “If they’re 
getting trained after investing in certain 
video-based technology, are they going to 
be able to use that in a multicentered trial 
with a particular sponsor and a particular 
CRO?” he asked. “Or will they not be able to 
fully recover their investment because the 
sponsor and CRO have selected some other 
technology that they’ll be pushing down on 
the site?”

While agreeing that there is a significant 
backlog of clinical trials paused during the 

Sites Face Trials Bottleneck
(continued from page 1)

“When you have a black 

swan event that slows the 

industry to a crawl, it will 

take a lot longer to get back 

 to a new normal.”

—James Allgood, a trial operations 

analyst with Egnyte

New Industry-Sponsored Trial Starts

Source: WCG Knowledge BaseTM

continues on next page »
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pandemic and a lack of qualified people 
to help run trials, Sandra Smith, senior vice 
president for clinical solutions and strate-
gic partnerships at WCG, disagreed with 
Allgood’s assumption that trials will have a 
hard time with recruitment. She pointed to 
a recent survey published in JAMA Oncol-
ogy in November 2020 that found about 
18 percent of respondents were less likely 
to participate in an oncology clinical trial 
because of fears of contracting COVID-19. 
Another issue for their reluctance was per-
ceived trouble in accessing normal care.

“The vaccines are here, and we’re 
seeing schedules in physicians’ offices 
becoming more regular,” Smith told Center-
Watch Weekly. “If those two obstacles were 
removed, we would be right back to where 
we were before, but with an enhanced 
perspective. We have more knowledge of 
what clinical trials mean and how they can 
provide access to newer therapies sooner, 
as well as in advancing science. [But] 
there is always going to be the challenge, 
particularly in cancer clinical trials, of find-
ing the right participants who meet the 
inclusion and exclusion criteria.”

And Smith acknowledged that not all 
of the challenges sites face will be fixed by 

removing the obstacles created by the pan-
demic. Smith said sites, particularly those 
at hospitals, will have a more acute staffing 
challenge after a slew of staff reductions and 
early retirements in the wake of the pan-
demic. “That is going to put some pressure 
on sites. They need to partner with orga-
nizations to find solutions to support sites. 
What can be taken off their plates that’s not 
patient-facing?” She said such organizations 
can perform a lot of the background work 
— such as budgets, contracts, Medicare 
coverage analysis and remote data entry.

Allgood said he expects hybrid trial 
designs will be commonplace after the pan-
demic but expressed reservations about the 
future of decentralized trials. “My hesitancy 
on decentralized trials comes from the eco-
nomics,” he said. “While it was one of the few 
ways to operate during the pandemic, the 
resources needed to ensure trial progress 
keeps marching on [are] a little higher than 
a site-based trial.” Costs include provid-
ing technical support for wireless-capable 
devices and upfront engineering support for 
centralizing the data. 

“The costs aren’t necessarily lower, but 
we’re still in the early days of decentralized 
and hybrid trials, so the technology has 
a very good chance of sticking around,” 
Allgood said. “There are also new companies 

that are approaching decentralized trials 
from outside the traditional industry model, 
and they’re doing interesting things around 
collection technology without being teth-
ered to traditional legacy infrastructure.”

Smith agreed, adding that some physi-
cians in oncology she has had conversations 
with are concerned about decentralized 
trials because the FDA requires that clinical 
trials be conducted with close physician 
oversight. She said physicians worry about 
the qualifications of home health nurses or 
people who are not their employees.

Site operation technology will need 
to play a big role in helping to ease the 
bottleneck, Allgood said. “In the site-centric 
model of collecting data, sites have figured 
out a reliable method of collecting and 
sorting data in a compliant way that works 
for sponsors. The best practice is for sites to 
store all of this data on a data management 
platform that they have control over so they 
can be sure of the security compliance and 
retention policies.”

While sites still may need to figure 
out how to automatically ingest the large 
amount of data coming from things like 
wearables and remote devices, “the good 
news is that all of this additional support can 
be done by nonsite staff, leaving qualified 
staff to focus on the more valuable services.”

Sites Face Trials Bottleneck
(continued from page 6)
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and followed as part of the clinical trial itself, 
rather than under the umbrella of an EUA 
outside of a clinical trial. Because of this, 
continued IBC oversight of such research is 
required. Sites should work with their IBCs 
to ensure compliance obligations are met, 
particularly as EUA issuance may lead to two 
groups of people receiving the same vaccine 
at the same site, but with differing oversight, 
biocontainment and safety requirements. 
— Christopher Doyle, director, IBC Services

Question: Does a human gene transfer 
(HGT) clinical trial require IBC approval at 
all sites?

Answer: Looking at this question from 
a sponsor perspective, points to consider 
include the following:

	} Does the sponsor currently receive any 
direct NIH funding for research involv-
ing recombinant or synthetic DNA or 
RNA (for this or for other projects)? If 
so, all HGT research conducted by the 
sponsor company requires IBC approval 
at each domestic clinical trial site.

	} Does the investigational product (IP) 
contain recombinant or synthetic 
DNA or RNA materials developed by 
the sponsor using current or past NIH 
funding? If so, any clinical research 
using this IP requires IBC approval at 
each domestic clinical trial site.

	} Does the IP contain recombinant 
or synthetic DNA or RNA materials 
developed using NIH funds by some 
other business or institution, such as 
an academic research institution, and 

does that business or institution cur-
rently have contractual arrangements 
with the sponsor? If so, any clinical 
research involving those materials 
requires IBC approval at each domestic 
clinical trial site.

Looking at this question from a site 
perspective, points to consider include 
the following:

	} Does my site belong to an institution 
or business that currently receives 
any direct NIH funding for research 
involving recombinant or synthetic 
DNA or RNA? If so, then all HGT 
clinical trials conducted at this site 
require IBC approval.

	} Does a specific HGT clinical trial involve 
funding at the product or sponsor level 
as defined above? If so, then that spe-
cific clinical trial requires IBC approval.

— Daniel Kavanagh, senior scientific 
adviser, gene therapy

Question: Does the protocol for a trial 
involving genomic sequencing of deceased 
patients’ DNA need to specify that deceased 
patient DNA can be used? Who signs the 
consent form?

Answer: According to the federal 
regulations on human research protections 
(the Common Rule), a “human subject is a 
living individual about whom an investiga-
tor obtains data through an intervention or 
interaction or identifiable information.”

While research involving deceased indi-
viduals is not subject to the federal regula-
tions on human research protections and 
therefore not under the regulatory purview 
of the IRB, other regulatory and ethical is-

sues should be considered in the design and 
conduct of the research.

For example, the Health Insurance 
Portability and Accountability Act (HIPAA) 
applies to an individual’s protected health 
information (PHI) for 50 years after death. 
Uses and disclosures of PHI requires either 
authorization by family or a legally autho-
rized executor of the individual’s estate or 
the researcher has to do the following:

	} Document that use or disclosure of PHI 
is sought solely for research;

	} Provide, at the request of the covered 
entity, evidence of death of the indi-
vidual; and

	} Provide representation that the use or 
disclosure of the PHI is necessary for 
the research purposes. 

Many covered entities have delegated the 
oversight of HIPAA compliance to their IRBs. 
Be sure to check with the IRB or privacy board 
within your organization for guidance on how 
to adhere to their policies and procedures.

Some federal funding agencies, notably 
the NIH, have in place data-sharing policies 
that require informed consent for future 
research uses of data and specimens. Other 
ethical issues for consideration are how 
the analysis of DNA could be important 
clinically to the deceased patient’s next of 
kin.  Careful consideration should be given 
to whether the family should be informed 
about ongoing research, whether the family 
members should give proxy consent for use 
of postmortem data and specimens, and if 
results should be shared with the family. 
— Yvonne Higgins, quality assurance 
adviser, compliance

Ask the Experts
(continued from page 1)
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Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status Sponsor Contact
COVID-19 Trials and Actions
University of 
California

Centers for 
Integrative Medicine 
& Health

agarikon and 
turkey tail 
mushroom 
varieties

patients with early-stage 
COVID-19

initiation of clinical trial covid19trial@ucsd.edu

Gritstone Oncology COVID-19 vaccine COVID-19 first patients dosed in 
phase 1 trial

gritstoneoncology.com

Foresee 
Pharmaceuticals

FP-025 adult patients with severe-to-
critical COVID-19 with associated 
acute respiratory distress 
syndrome 

first patients dosed in 
phase 2/3 trial

foreseepharma.com

Becton Dickenson BD Veritor Plus 
System rapid 
antigen test

detection of SARS-CoV-2, 
influenza A and influenza B 

Emergency Use 
Authorization (EUA) 
granted by the FDA

bd.com

Escher Biomedical 
Diagnostics

Escher BT-MED 
COV19 Saliva Test

detection of SARS-CoV-2 virus EUA granted by the 
FDA

escherbiomedicaldiagnostics.com

Other Trials and Actions
Everest Medicines Trodelvy 

(sacituzumab 
govitecan-hziy) 

cancers with high TROP-2 
expression

trial authorized by 
the China National 
Medical Products 
Administration 

everestmedicines.com

Stoke Therapeutics STK-001 Dravet syndrome trial authorized by 
the UK Medicines and 
Healthcare products 
Regulatory Agency 

stoketherapeutics.com

Curevo Vaccine CRV-101, varicella 
(chickenpox) 
vaccine 

vaccine for immunocompromised 
pediatrics infected with HIV

trial authorized by the 
South African Health 
Products Regulatory 
Authority 

curevovaccine.com

Airway Therapeutics AT-100 (rhSP-D) bronchopulmonary dysplasia IND approved by the 
FDA

airwaytherapeutics.com

Antibe Therapeutics otenaproxesul osteoarthritis pain IND approved by the 
FDA

antibethera.com

Enterome EO2463 indolent nonHodgkin B-cell 
lymphomas

IND approved by the 
FDA

enterome.com

I-Mab

ABL Bio

TJ-CD4B/ABL111 advanced or metastatic solid 
tumors

IND approved by the 
FDA

i-mabbiopharma.com

ablbio.com
Attgeno Supernitro patients with life-threatening 

conditions associated with acute 
lung injury

first patients dosed in 
phase 1 trial

attgeno.com

Aptorum Group ALS-4 infections caused by 
staphylococcus aureus, including 
MRSA

first patient dosed in 
phase 1 trial

aptorumgroup.com

D&D Pharmatech DD01 obese patients with diabetes and 
nonalcoholic fatty liver disease 

first patient dosed in 
phase 1 trial

ddpharmatech.com

Hutchison Meditech HMPL-306 advanced solid tumors initiation of phase 1 
trial

hutch-med.com

continues on next page »
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Drug & Device Pipeline News     (continued from page 9)

Company Drug/Device Medical Condition Status Sponsor Contact
Hutchison Meditech HMPL-306 hematological malignancies initiation of phase 1 

trial
hutch-med.com

Theratechnologies TH1902 sortilin-positive (SORT1+) solid 
tumors

first patient dosed in 
phase 1 trial

theratech.com

CohBar CB4211 nonalcoholic steatohepatitis and 
obesity

patient enrollment 
complete in phase 1b 
trial

cohbar.com

Dermata 
Therapeutics

DMT310 mild-to-moderate psoriasis first patient dosed in 
phase 1b trial

dermatarx.com

Flexion Therapeutics FX301 postoperative pain following 
bunionectomy

first patient dosed in 
phase 1b trial

flexiontherapeutics.com 

Daiichi Sankyo

AstraZeneca

Enhertu 
(trastuzumab 
deruxtecan) 

patients with HER2 mutated 
metastatic nonsmall-cell lung 
cancer with disease recurrence 
or progression during or after 
at least one prior platinum-
containing treatment regimen

first patient dosed in 
phase 2 trial

daiichisankyo.com

astrazeneca.com

Intensity 
Therapeutics

Portage Biotech

INT230-6 (PORT-1) early-stage breast cancer initiation of phase 2 
trial

intensitytherapeutics.com

portagebiotech.com
Istari Oncology PVSRIPO alone or in 

combination with 
a programmed 
death receptor-1/
ligand 1 (PD-1/L1) 
inhibitor

melanoma resistant to these 
checkpoint therapies

first patient dosed in 
phase 2 trial

istarioncology.com

Milestone 
Therapeutics

etripamil nasal 
spray

atrial fibrillation and rapid 
ventricular rate

first patient enrolled in 
phase 2 trial

milestonepharma.com

NeoImmuneTech NT-I7 (efineptakin 
alfa)

newly diagnosed, nonsevere 
lymphopenic high-grade glioma 
following standard radiation 
therapy and temozolomide

first patient dosed in 
phase 2 trial

neoimmunetech.com

ORYZON Genomics vafidemstat borderline personality disorder first patient enrolled in 
phase 2b trial

oryzon.com

Biohaven 
Pharmaceuticals

oral zavegepant preventive treatment of migraine first patient enrolled in 
phase 2/3 trial

biohavenpharma.com

Exelixis cabozantinib 
(Cabometyx), 
nivolumab 
(Opdivo) and 
ipilimumab 
(Yervoy)

previously untreated advanced 
intermediate- or poor-risk renal 
cell carcinoma 

patient enrollment 
complete in phase 3 
trial

exelixis.com

Pharnext PXT3003 Charcot-Marie tooth disease type 
1A 

first patient enrolled in 
phase 3 trial

pharnext.com

Fractyl Laboratories Revita DMR 
(duodenal mucosal 
resurfacing) device

type 2 diabetes initiation of pivotal trial fractyl.com

Moleculin Biotech Annamycin soft tissue sarcoma lung 
metastases

Fast Track designation 
granted by the FDA

moleculin.com

continues on next page »
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Drug & Device Pipeline News     (continued from page 10)

Company Drug/Device Medical Condition Status Sponsor Contact
Syndax 
Pharmaceuticals

axatilimab chronic graft vs. host disease Orphan Drug 
designation granted by 
the FDA

syndax.com

Premia Spine TOPS facet 
arthroplasty 
system

joint replacement system for the 
lumbar spine

Breakthrough Device 
designation granted by 
the FDA

premiaspine.com

Astellas Myrbetriq 
(mirabegron 
extended-release 
tablets) and 
Myrbetriq Granules 
(mirabegron for 
extended-release 
oral suspension) 

neurogenic detrusor overactivity 
in children age three and older

approved by the FDA 
for expanded indication

astellas.com

Celgene/Bristol-
Myers Squibb

Abecma 
(idecabtagene 
vicleucel)

adult multiple myeloma that 
has not responded to or has 
returned after at least four prior 
lines of therapy

approved by the FDA bms.com

Jazz 
Pharmaceuticals

Vyxeos 
(daunorubicin and 
cytarabine)

newly diagnosed therapy-
related acute myeloid 
leukemia (t-AML) or AML with 
myelodysplasia-related changes 
(AML-MRC) in pediatric patients 
age one and older

approved by the FDA 
for expanded indication

jazzpharmaceuticals.com

Guardant Health Guardant360 CDx 
test 

liquid biopsy for comprehensive 
tumor mutation profiling across 
all solid cancers

approved by the FDA guardanthealth.com

Medtronic Harmony 
Transcatheter 
Pulmonary Valve

congenital heart disease approved by the FDA medtronic.com

Amarin Vazkepa (icosapent 
ethyl)

risk of cardiovascular events in 
high-risk, statin-treated adult 
patients who have elevated 
triglycerides (≥150 mg/dL) and 
either established cardiovascular 
disease or diabetes and at least one 
additional cardiovascular risk factor

approved by the 
European Commission

amarin.com

Ipsen 

Bristol Myers Squibb

Cabometyx 
(cabozantinib) 
plus Opdivo 
(nivolumab)

first-line treatment of advanced 
renal cell carcinoma

approved by the 
European Commission

ipsen.com

bms.com

PTC Therapeutics Evrysdi (risdiplam) spinal muscular atrophy in patients 
age two months and older

approved by the 
European Commission

ptcbio.com
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Upcoming Event Highlights

Twice monthly, CWWeekly provides featured listings of clinical research job openings, upcoming 
industry conferences and educational programs from JobWatch, CenterWatch’s online 
recruitment website for both clinical research employers and professionals.
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Boston, MA
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Life Sciences 
11:00 a.m. – 3:30 p.m. EDT

SEPTEMBER 28–30, 2021 

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

[   V IE W  A LL  E VE NTS   ]

JobWatch

http://www.centerwatch.com/jobwatch
http://jobwatch.centerwatch.com/jobs/search/results?sort=PostDate%20desc&page=1&searchType=featured&clientid=centerwatch&featured=Y
https://www.centerwatch.com/events
https://www.centerwatch.com/jobwatch#academic
http://jobwatch.centerwatch.com/jobs/kelly-services-27391173-b
mailto:customerservice%40centerwatch.com?subject=
mailto:bbelton%40wcgclinical.com?subject=
mailto:cpassut%40wcgclinical.com?subject=
mailto:russ.titsch%40centerwatch.com?subject=
https://www.centerwatch.com
http://jobwatch.centerwatch.com/jobs/lead-clinical-research-coordinator-winston-salem-north-carolina-27103-121947451-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/coordinator-clinical-research-brunswick-georgia-31522-121720834-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/institutional-review-board-irb-compliance-administrator-cambridge-massachusetts-02138-121871559-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/institutional-review-board-irb-compliance-administrator-cambridge-massachusetts-02138-121871559-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-coordinator-redlands-california-92374-122120840-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/senior-clinical-data-manager-boston-massachusetts-02115-121903760-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-nurse-georgetown-university-medical-center-washington-district-of-columbia-20007-121999217-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-nurse-georgetown-university-medical-center-washington-district-of-columbia-20007-121999217-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-supplies-operations-planner-lansdale-pa-19446-122127385-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/laboratory-technician-middletown-va-22645-122127346-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/documentation-technician-tampa-fl-33603-122127312-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/chemistry-lab-technician-montvale-nj-montvale-nj-07645-122127330-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-coordinator-richardson-tx-richardson-tx-75081-122127244-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-scientist-durham-nc-27722-122127197-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/remote-eumdr-medical-writer-ca-122127399-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/scientist-iv-spring-house-pa-19477-122127382-d?contextType=browse
http://cwinfo.centerwatch.com/cw-web21415-five-telltale-signs-youre-ready-for-an-electronic-tmf-system?free_webinar_source=CWW
http://cwinfo.centerwatch.com/cw-web21415-five-telltale-signs-youre-ready-for-an-electronic-tmf-system?free_webinar_source=CWW
https://www.centerwatch.com/magi-clinical-research-conference?hittrk=CWW
https://www.centerwatch.com/magi-clinical-research-conference?hittrk=CWW
https://wcg.swoogo.com/modern-sop-and-quality-systems?hittrk=CWW
https://wcg.swoogo.com/modern-sop-and-quality-systems?hittrk=CWW
https://wcg.swoogo.com/modern-sop-and-quality-systems?hittrk=CWW
https://wcg.swoogo.com/modern-sop-and-quality-systems?hittrk=CWW
https://wcg.swoogo.com/root-cause-analytics-capa-investigations?hittrk=CWW
https://wcg.swoogo.com/root-cause-analytics-capa-investigations?hittrk=CWW
https://wcg.swoogo.com/root-cause-analytics-capa-investigations?hittrk=CWW
https://www.centerwatch.com/mcc-summit-2021?hittrk=CWW
https://www.centerwatch.com/mcc-summit-2021?hittrk=CWW
https://www.centerwatch.com/mcc-summit-2021?hittrk=CWW

	Sites Face Trials Bottleneck After Pandemic, But Also Opportunities
	Ask the Experts: Genetic Research and IBC Oversight Requirements
	COVID-19 Update
	Industry Briefs
	Up and Coming
	Drug & Device Pipeline News
	JobWatch

