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| ABSTRACT |

Hackensack Meridian Health, a large New Jersey network comprised of 17 hospitals, a medical school, and 200 ambulatory care
centers, executes a large research program with approximately 1000 active human subjects studies. With the arrival of the coro-
navirus disease-2019 (COVID-19) pandemic, the Office of Research Administration was confronted with a series of challenges.
These included minimizing face-to-face contact among research participants and staff, allocating limited resources to handle
the influx of COVID-19 related proposals, providing human subjects protection training to the physicians and staff who were
needed to run the clinical trials, adjusting bio-repository activities to meet the increased demand for samples, and disseminating
all of the new regulatory and operational information to the thousands of researchers in the network. The network’s success in
modifying its research program quickly and effectively to adapt to the changing landscape can be attributed, in large part, to the

centralized nature of the research administration.
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INTRODUCTION |}

Hackensack Meridian Health (HMH) is a network of 17 hospi-
tals, a medical school, and over 200 ambulatory centers with
a centralized research administration. The Office of Research Ad-
ministration (ORA) supports all clinical and basic research across
HMH and within the last year oversaw approximately 900-1000
active human subjects research protocols, including sponsored and
investigator initiated studies.

The HMH network is located in New Jersey, where coro-
navirus disease-2019’s (COVID-19%) impact has been considera-
ble; our state is one of the country’s hardest hit. At this time, there
have been thousands of COVID-related hospitalizations in the
state and over 12,000 COVID-related deaths.' The rapidity with
which hospital and research operations were affected by the pan-
demic propelled the ORA to quickly adapt and adopt certain strat-
egies and new institutional policies. The main challenges encoun-

tered and the corresponding responses from the ORA are outlined
below.

Challenges and Responses

One of our first concerns was ensuring that any unnecessary face-
to-face contact among research participants and research staff was
minimized. The research administration accomplished this by fol-
lowing federal guidelines® and suspending all clinical research that
was not COVID-related and that didn’t have the potential for direct
benefit for the participants. Researchers were also urged to utilize
creative approaches in lieu of face-to-face contact. For example,
they were coached to obtain consent over the phone and to utilize
DocuSign®,® a secure means of obtaining electronic signatures for
the consent forms. These alternative approaches allowed the in-
stitution to temain compliant and to promote patient autonomy.*

® Copyright 2020 by Friedman T. This is an open-access article distributed under Creative Commons Attribution 4.0 International License (CC BY 4.0), which
allows to copy, redistribute, remix, transform, and reproduce in any medium or format, even commercially, provided the original work is properly cited.
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There was also the challenge of developing a strategy to
manage the incoming studies; the ORA anticipated a significant
influx of COVID-related proposals for Institutional Review Board
(IRB) review. An action plan was created to limit duplicate efforts
across the network, to best utilize available resources, and to en-
sure that the IRB members and staff were able to facilitate time
sensitive reviews. This was accomplished by establishing a Steering
Committee through which the COVID-related proposals would be
pre-reviewed prior to proceeding to the IRB. This pre-review con-
sidered duplicative efforts, scientific merit, feasibility, and regula-
tory compliance prior to approval. Ultimately, 227 proposals were
submitted to the Committee and fewer than 40% were approved
for submission to the IRB. In addition to the Steering Committee,
an external IRB was utilized for some of the sponsored studies.
Finally, research staff from various departments were recruited to
provide assistance in handling the COVID-19 research operations.
This brought researchers and staff from different departments to-
gether when their paths might not have otherwise crossed.

Another immediate challenge that presented itself was
related to the sudden involvement in research of certain physi-
cians who had never engaged in research before. There was also
an urgent need for assistance with data entry, so many staff mem-
bers who had never served on research teams were recruited to
that end. It became necessary to consider the balance between the
demands for people to support clinical trials that could be life-sav-
ing with the fundamental requirement of ensuring that the par-
ticipants were adequately protected. Researchers still needed to
be trained in human subjects protection and relevant regulations,
and conflicts of interest needed to be checked. To address this, an
abridged training that condensed the most relevant concepts was
provided to the researchers whose participation in the studies was
imminently needed, but did not have time to complete the standard
training. This was on the condition that they committed to com-
plete the full Collaborative Institutional Training Initiative (CITT)
training within 60-days. Additionally, a streamlined approach to the
disclosure/clearance of conflicts of interest was developed that
did not require electronic registration and form completion.

Like other institutions, HMH experienced a critical need
for COVID-19 samples and data to study the virus 7 vitro.’ The
network bio-repository responded by ramping up its efforts, in-
cluding collecting additional samples during standard of care,
discards from pathology, and also from deceased patients. They
were able to increase their sample collection by over 400% over the
course of three weeks from the pandemic’s onset.

Finally, from its beginning and as the pandemic evolved,
it has been necessary to disseminate information quickly and ef-
ficiently to everyone involved in research, including researchers,
staff, and IRB members. A communications team was established
and charged with coordinating the dissemination of guidance and
institutional policies. The team instituted a research hotline with
24/7 coverage, shared daily research updates with thousands of
researchers, and delivered a series of presentations to the research
community.
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DISCUSSION |

The ORA and network researchers came together and were overall
successful in their efforts; however, as expected, there were some
limitations that should be considered for future crises. First, while
the Steering Committee was helpful in allocating limited resources
and ensuring stronger studies progressed for IRB submission, the
pre-review did contribute to some delays in the projects moving
through the review process. Second, following-up to ensure that all
of the researchers who completed the abridged training ultimately
completed the full training within 60-days became cumbersome;
it would have been better to have created a more streamlined ap-
proach. Third, while the bio-repository was incredibly prolific, it
was initially limited by a staffing shortage, which took some time
to rectify. Finally, while the presentations were well-attended, some
misunderstandings persisted. This may be attributed to people not
having the time to read/remember all of the disseminated infor-
mation.

This experience has demonstrated the importance of
maintaining a centralized research administration. Having one uni-
fied group of people making key decisions regarding the research
program and conveying them to the research community allowed
for the research to progress successfully in the face of COVID-19.
Other factors that were important to the research program man-
agement included our efforts to coordinate groups within the re-
search administration effectively, not work in silos, and to share
information regulatly throughout the network.® As a result, HMH
researchers have published extensively, and HMH has served as a
site for numerous COVID-19 sponsored trials that have offered
treatment alternatives to patients.
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