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Rising to the Occasion

TRI Gives COVID-19 Research ‘Highest Priority’

TRI’s Amanda Stapleton, B.S.N., RN, and Nikhil Meena, M.D., outside
a COVID-19 patient room prior to seeking the patient’s consent to
participate in a study.

As a critical care pulmonologist, Nikhil Meena, M.D., sees
firsthand the devastating impact of COVID-19, and he has
felt the frustration of having limited therapies available.
As a clinician-scientist, he is determined to address the
issue, recognizing the need for effective treatments well
into the future.
Despite his heavy ICU patient load, Meena has been the
UAMS principal investigator on five active multi-center
COVID-19 clinical trials and had completed one by April
2021 – more than any other physician.
“TRI really made it possible for me to pursue each of
the clinical trials,” said Meena, an associate professor in
the College of Medicine Department of Internal Medicine.
“Their experience, expertise and dedication have been
the keys to accelerating the research startup, participant
recruitment, and the many other aspects of clinical trials
management.”
David Avery, TRI senior director of Clinical Operations,
said TRI, along with the rest of UAMS’ research enterprise,
responded to COVID-19’s arrival with inspirational effort.
“Everybody agreed that our highest priority was to
open these COVID-19 clinical trials,” he said. “As a result,
we were able to open very complex studies within weeks
rather than months.”
(Continued on page 2)

Dear Colleagues,
It is hard to believe that by this time a
year ago, TRI was already busy helping
manage numerous COVID-19 research
studies, including multiple clinical trials.
TRI’s clinical research coordinators were
among those who bravely hustled to the
front lines to battle SARS-CoV-2. They
drew and processed COVID-19-positive
blood samples for one outpatient study
and have continued to work with hospitalized COVID-19 clinical trial participants.
Understandably, their fear and anxiety was even higher then
with so little known about the disease. In spite of the risks, they
not only stepped up along with UAMS’ clinician-scientists, the
coordinators’ efforts increased research participant enrollment
54% from May 2020 to May 2021.

I also commend our entire Clinical Trials Innovation Unit
(CTIU), which has provided support for 92 COVID-19-related
research projects, including data-oriented studies, laboratory
and diagnostic studies, prospective observational studies, and
17 therapeutic clinical trials.
With COVID-19 research getting top priority, TRI staff, in
collaboration with other UAMS departments, helped open trials
in a matter of weeks rather than months.
As clinician-scientist Dr. Nikhil Meena notes in the accompanying story, our participation in the multi-center COVID-19
clinical trials is helping UAMS respond to a global health crisis in
a region of the country that is underrepresented in research.
Sincerely,

Laura James, M.D.
Director, TRI
Associate Vice Chancellor for Clinical
and Translational Research, UAMS

Rising to the Occasion

“We’ve grown a lot as a research team, and not just the
coordinators - everybody at TRI had to rally,” said Amanda
(continued from page 1)
Stapleton, B.S.N., RN, one of 18 clinical research coordinators.
In April, the team was drawing and processing blood from
“UAMS clinicians really stepped up to meet the research
COVID-positive patients.
challenge with COVID-19,” said TRI Director Laura James, M.D.
“It was really scary, even with all the safety protocols,
“Their willingness to lead COVID-19 clinical trials research
because so much about the virus was still unknown,”
has been inspiring, many stepping up to serve as site
Stapleton said.
investigators for the first time.”
By May 2020, the team was running inpatient clinical
Among them, Ryan Dare, M.D., is leading the Phase 3
trials. They had to overcome challenges consenting patients
Accelerating COVID-19
attached to ventilators, and they
Therapeutic Interventions
witnessed COVID-19 related deaths
and Vaccines (ACTIV-1
and medical teams stretched to the
Since the beginning of
IM) trial (funded by
limit.
NIH and Biomedical
the pandemic, TRI has
“We get to know the patients and
Advanced Research and
their
families, and we have all been
provided support for
Development Authority),
heartbroken to learn of those who
which is testing three
didn’t make it,” said Cindy Witkowski,
drugs
for
use
against
B.S.N., RN, who oversees the team as
David Avery
inflammatory reaction
director of Clinical Research.
and cytokine storm.
In December 2020, UAMS was
and
“Since the onset of the pandemic,
ranked among the top five recruiting
TRI has supported me from protocol
sites for both the ACTIV-1 IM trial
development to enrolling clinical trial
(Dare) and the Otilimab in Severe
patients,” said Dare, an assistant professor
COVID-19 Related Disease trial,
in the College of Medicine Department of
sponsored by GlaxoSmithKline
Internal Medicine, Division of Infectious
(Meena, principal investigator).
Diseases.
Otilimab is an antibody-based
“In a broader context,” Meena said, “The superstars at
therapy designed to dampen the immune dysfunction that
TRI are helping UAMS respond to a global health crisis with
has been associated with COVID-19.
clinical trials in an underrepresented part of the country.”
TRI’s participant enrollment from May 2020 to May 2021
jumped 54% above the previous year. Avery noted that
Growing as a Team
the increase was achieved in spite of the many obstacles,
including personal/familial COVID-19-related difficulties for
Starting in April 2020, TRI’s team of clinical research
staff.
coordinators began to shoulder its significant part of
“It was a challenging environment at every level,” Avery
the COVID-19 clinical trials effort. The learning curve was
said. “Our team rose to the occasion, and I’m really proud
steep and the work was emotionally draining, but it would
of them.”
ultimately bring the team closer.

92 COVID-19related research
projects
17 therapeutic
clinical trials.

Neurologist’s New Implementation Science Skills Help Save Newborn
Oliver Hurst owes his life to a luckily timed move from
California. His mother, who was then three months pregnant
with Oliver, arrived with her husband in Vilonia, Ark., in
March 2020.
At the time, UAMS’ Kapil Arya, M.D., was
developing strategies as a TRI Implementation
Science Scholar to establish statewide newborn
screenings for spinal muscular atrophy (SMA),
a rare disease that can disable a newborn
within months. The skills he was learning in the
program helped him quickly implement the
2019 SMA screening law, said Arya, an associate
Kapil Arya, M.D.
professor in the College of Medicine Department
of Pediatrics, Division of Neurology.
Oliver, born in August 2020, was the first to test positive with the statewide screening in place. Twenty-seven days later,
he receive the single-dose $2.1 million gene editing therapy. The early treatment countered the most severe form of SMA,
which can be fatal in the first few years of life.
The Implementation Science Scholars program is led by Geoffrey Curran, Ph.D., who directs the UAMS Center for
Implementation Research.
“I knew the goals we wanted to achieve with the newborn screening, and implementation science taught me how to
achieve those goals,” Arya said.
Oliver’s mother, Elaine Hurst, learned later that California did not have the newborn screening.
“Moving to Arkansas saved Ollie’s life,” she said.
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Rural Research Network Supporting
Five-Year COVID-19 Study

Wendy Nembhard,
Ph.D., M.P.H.

A new COVID-19 research project led by UAMS’ Wendy Nembhard, Ph.D., M.P.H., is receiving
assistance from the UAMS Rural Research Network (RRN) to ensure participation from a broad,
diverse swath of Arkansas.
The five-year $1.3 million National Cancer Institute (NCI) study will look at the pandemic’s shortand long-term impacts on Arkansans’ physical, psychological and social health. The Disparities in
Immune Response to SARS-CoV-2 in Arkansas (DISCOVAR) study will involve 12 blood draws and 12
phone interviews with about 600 adults ages 18 and up who tested positive for the virus from April to
July 2021.
The study is focused on the racial and ethnic differences in the immune response to COVID-19
infection.
Nembhard, chair of the Epidemiology Department in the College of Public Health, contacted the
Rural Research Network for help with the recurring blood draws. RRN Director Veronica Smith, MBA,
based at TRI, worked with UAMS Regional Programs to secure phlebotomists at four of UAMS’ eight
regional campuses: UAMS Northwest (Fayetteville), UAMS West (Fort Smith), UAMS East (HelenaWest Helena) and UAMS South-Central (Pine Bluff).
The RRN team is also facilitating delivery of the blood samples from each location to study
collaborator Joshua Kennedy, M.D., an associate professor in the College of Medicine Department of
Pediatrics. Kennedy and collaborators Karl Boehme, Ph.D., and Craig Forrest, Ph.D., both associate
professors in the College of Medicine Department of Microbiology and Immunology, will lead the
blood analysis.
Since the launch of the RRN in January 2020, it has helped with nine studies and another five
studies are under consideration. Investigators interested in learning more about the RRN should
contact Smith at VJSmith@uams.edu or submit a request through TRI’s Request Services Portal
at TRI.uams.edu.

Veronica Smith, MBA

TRI Study of the Month
(L-R) TRI’s Renee
Shaide, APRN, FNP-BC,
is leading the clinical
research coordination
for Srilakshmi Ravula,
M.D., and Srikanth
Vallurupalli, M.D.

UAMS Study Leaders: Principal Investigator, Srikanth
Vallurupalli M.D., Associate Professor, Department of
Internal Medicine, Division of Cardiology, Director, Cardiac
Noninvasive Laboratory; Co-Investigator, Srilakshmi Ravula,
M.D., Assistant Professor, Department of Internal Medicine,
Hospital Medicine/Nephrology.
Summary: ACTIV-4 ACUTE trial – A multicenter, adaptive,
randomized controlled platform trial comparing the
effectiveness of antithrombotic strategies in hospitalized
adults with COVID-19.
The TRIbune

Significance: COVID-19 can cause blood clots anywhere
in the body and is a major cause of disability and death.
Blood thinners hold potential for preventing blood clots, but
research is needed to determine the appropriate type and
dose. This study will help guide treatments around the globe.
TRI Services: Medicare coverage analysis, study budget
development, IRB submission and regulatory startup, training
for study staff/investigators, oversight of enrollment startup,
and research nurse coordinator services.
Sponsor: NIH National Heart, Lung, and Blood Institute.
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TRIbutes
The following UAMS researchers cited the Translational Research Institute (TRI)
in publications after utilizing TRI resources or funding:

Ewing LE, Skinner CM, Pathak R, Yee EU, Krager K, Gurley PC,
Melnyk S, Boerma M, Hauer-Jensen M, Koturbash I. Dietary
Methionine Supplementation Exacerbates Gastrointestinal
Toxicity in a Mouse Model of Abdominal Irradiation. Int
J Radiat Oncol Biol Phys. 2021 Feb 1;109(2):581-593. doi:
10.1016/j.ijrobp.2020.09.042. Epub 2020 Sep 28. PMID:
33002540; PMCID: PMC7855316.
Kulbeth HJ, Fukuda S, Brents LK. Automated Quantification
of Opioid Withdrawal in Neonatal Rat Pups using Ethovision®
XT Software. Neurotoxicol Teratol. 2021 Jan 30;84:106959.
doi: 10.1016/j.ntt.2021.106959. Epub ahead of print. PMID:
33529734.
McElfish PA, Boyers J, Purvis RS, O'Connor B, Carleton
A, Bing W, Rowland B, Molgaard C, George A, Tibon LR,
Hoose D, Riklon S. Family model diabetes self- management
education and support in faith-based organizations in the
republic of the Marshall Islands study protocol. Contemp
Clin Trials Commun. 2021 Jan 11;21:100710. doi: 10.1016/j.
conctc.2021.100710. PMID: 33506140; PMCID: PMC7815654.

Snyder ME, Chewning B, Kreling D, Perkins SM, Knox LM,
Adeoye-Olatunde OA, Jaynes HA, Schommer JC, Murawski
MM, Sangasubana N, Hillman LA, Curran GM. An Evaluation
of the Spread and Scale of PatientToc™ from Primary
Care to Community Pharmacy Practice for the Collection
of Patient-Reported Outcomes: A study Protocol. Res
Social Adm Pharm. 2021 Feb;17(2):466-474. doi: 10.1016/j.
sapharm.2020.03.019. Epub 2020 Apr 24. PMID: 33129685;
PMCID: PMC7656051.
Swindle TM, Phelps J, Schrick B, Selig J, Hu Z, Kopparapu
A, Johnson S. Identifying a Fine Line between Food
Insecurity and Food Acquisition Stress: A Mixed Methods
Exploration. J Hunger Environ Nutr. 2021;16(1):45-63. doi:
10.1080/19320248.2019.1697407. Epub 2019 Dec 5. PMID:
33868533; PMCID: PMC8049611.
Syeda HB, Syed M, Sexton KW, Syed S, Begum S, Syed F,
Prior F, Yu F Jr. Role of Machine Learning Techniques to
Tackle the COVID-19 Crisis: Systematic Review. JMIR Med
Inform. 2021 Jan 11;9(1):e23811. doi: 10.2196/23811. PMID:
33326405; PMCID: PMC7806275.

Thank you for remembering to cite TRI in your publications resulting from studies that receive TRI support.
Find the appropriate citation language at tri.uams.edu/about-tri-2/cite-tri.

The TRIbune is produced by the UAMS Translational Research Institute (TRI).
It is supported by grant UL1 TR003107 through the National Center for Advancing
Translational Sciences of the National Institutes of Health (NIH). The content is solely the
responsibility of the authors and does not necessarily represent the official views of the NIH.
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