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Abstract

The outbreak of the novel coronavirus disease 2019 (COVID-19) and consequent social distancing practices have dis-
rupted essential clinical research functions worldwide. Ironically, this coincides with an immediate need for research
to comprehend the biology of severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) and the pathology of
COVID-19. As the global crisis has already led to over 15,000 deaths out of 175,000 confirmed cases in New York City
and Nassau County, NY alone, it is increasingly urgent to collect patient biospecimens linked to active clinical follow
up. However, building a COVID-19 biorepository amidst the active pandemic is a complex and delicate task. To help
facilitate rapid, robust, and regulated research on this novel virus, we report on the successful model implemented by
New York University Langone Health (NYULH) within days of outbreak in the most challenging hot spot of infection
globally. Using an amended institutional biobanking protocol, these efforts led to accrual of 11,120 patients present-
ing for SARS-CoV-2 testing, 4267 (38.4%) of whom tested positive for COVID-19. The recently reported genomic char-
acterization of SARS-CoV-2 in the New York City Region, which is a crucial development in tracing sources of infection

outlasts humanity’s current dilemma.

and asymptomatic spread of the novel virus, is the first outcome of this effort. While this growing resource actively
supports studies of the New York outbreak in real time, a worldwide effort is necessary to build a collective arsenal
of research tools to deal with the global crisis now, and to exploit the virus's biology for translational innovation that
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Introduction

The recent outbreak of the novel coronavirus disease
2019 (COVID-19) and the associated need for vital social
practices that reduce further spread have disrupted
clinical research functions worldwide [1]. Ironically, this
interruption coincides with an especially critical need for
human biospecimen research to better understand the
biology of severe acute respiratory syndrome coronavirus
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2 (SARS-CoV-2) and the pathology of COVID-19. As the
global crisis has already led to over 15,000 deaths out of
approximately 175,000 confirmed cases in New York City
and Nassau County, NY alone [2], it is increasingly urgent
to amass patient samples linked to prospective and active
follow up.

Building a COVID-19 biorepository is a delicate and
complex task that requires maximum biosafety measures
and minimum interruption in an overburdened clini-
cal delivery system. To help facilitate rapid, robust, and
regulated research on this novel virus, we report on how
the model implemented by New York University Lan-
gone Health (NYULH) led to prospective accrual of clini-
cally linked research biospecimens from 11,120 patients
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presenting for SARS-CoV-2 within weeks. We also fea-
ture the earliest outcome of this pipeline, which is the
recently reported genomic characterization linking the
US and European viral strains, a crucial development in
our efforts to combat COVID-19 [3].

Methods

Universal consent protocol

The NYU IRB-approved Universal consent (UC) proto-
col provides researchers with the infrastructure to collect
human biospecimens and corresponding clinical data for
research purposes at any NYULH facility at NYULH on
an institution-wide level. The NYULH Center for Bio-
specimen Research and Development (CBRD) maintains
ownership over all samples collected under the UC, until
IRB-approved distribution.

Given the urgency of COVID-19 biospecimen collec-
tion and the consent-limiting clinical disease course, the
IRB approved a temporary waiver of consent for enroll-
ment in the UC study. For living patients, the waivered
consent is effective until their clinical condition has sta-
bilized and there is no added exposure risk on the patient
and/or the research support staff by approaching for
consent at the patients next clinical visit at NYULH or by
adapting the current process to capture the patients con-
sent or denial to use these specimens. If a patient denies
consent, banked specimens will be destroyed, and any
recorded data will be removed from the clinical database.
Additionally, the waiver of consent permits the CBRD to
bank de-identified leftover specimens and clinical data
for patients who died before they can be approached to
document the consent process.

The CBRD is an institutional biobank created in 2015
with the overarching goal to facilitate high-quality
research on human biospecimens with linked clinico-
pathological information. The CBRD adopts the stand-
ards of and has accreditations from New York State
Department of Health, the International Society for
Biological and Environmental Repositories and the Col-
lege of American Pathologists. The CBRD adheres to all
biosafety level-3 guidelines for COVID-19 collections as
outlined by the Center for Disease Control [4].

COVID-19 collections and clinical database

The UC form (Additional file 1: Appendix S1) is automati-
cally linked to the patient’s electronic medical record when
completed and electronically signed. Biospecimens col-
lected under the UC study are tracked using the Laboratory
Information System known as Labvantage. Labvantage gen-
erates biospecimen labels with unique subject identification
numbers for patients that sign the UC, manages parent and
child biospecimen collection, and tracks clinical follow-up
to notify CBRD staff of potential future collections.
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To maximize COVID-19 collections, we modified this
protocol to prospectively enroll all patients presenting to
NYULH with a COVID-19 nasopharyngeal diagnostic test
performed into Labvantage. Biospecimens were collected
for all symptomatic and asymptomatic patients tested
for the novel coronavirus. The clinical information from
enrolled patients is extracted from the electronic medical
record and recorded in 107 discrete demographic, medi-
cal, and COVID-19-specific data fields (Additional file 1:
Appendix S1) in a REDCap [5] database.

Discussion
Rapid accrual of biospecimens from research subjects
tested for COVID-19 is essential to support the urgent
need to both precisely characterize the biology of SARS-
CoV-2 and to develop models that predict clinical out-
comes accurately and reliably. The most efficient method
to approve such a process at NYULH was to amend an
existing protocol: the UC. The vital benefits of the UC
for an institutional research program include enhancing
patient protections and amassing population-level data,
as non-clinical staff obtain consent and participation
in the UC is institution-wide and not disease-specific.
Using similar mechanisms will foster robust COVID-19
research by increasing the number of patients with dif-
ferent socioeconomic statuses, ethnic backgrounds, and
medical histories, which will subsequently provide more
generalizable results. By modifying the UC protocol to
adapt to the current crisis, we built on the existing infra-
structure developed at NYULH to maximize patient
accrual, eliminate human error, and enable real-time data
tracking in order to bank essential biospecimens required
to further our understanding of COVID-19 pathology.
The protocol for COVID-19 biospecimen collec-
tions for research at NYULH minimizes interruptions
in the delivery of care, includes vital biosafety meas-
ures, and maximizes the research potential for banked
COVID-19 biospecimens (Fig. 1). NYULH saw its first
confirmed case of COVID-19 on March 11, 2020. In
accordance with national and international policies, the
IRB approved a waiver of consent to permit COVID-19
biospecimen collection on March 28, 2020. Within the
next 3 weeks, over 10,000 patients were tested across all
NYULH locations. Of the first 11,120 patients accrued to
the COVID-19 database, 4267 (38.4%) tested positive and
approximately 10% required hospitalization. As of April
18, 2020, we successfully collected leftover nasopharyn-
geal fluid from all 11,120 patients tested, and baseline
and longitudinal biospecimens from 1000 hospitalized
patients. By granting fast and safe collection, our time-
line fosters clinical innovation that addresses the current
crisis and promotes translational innovation that exploits
the virus’s biology in unpredictable ways.



Osman et al. J Transl Med (2020) 18:219 Page 3 of 4
Symbol Biospecimen Collected Clinical Purpose When to Collect Research Utility
* Leftover Nasopharyngeal Fluid ~ Nasopharyngeal Swab Diagnostic for Day 0 Sequencing
. COVID-19
Viral culture
em
) Leftover Blood EDTA Tube CBC Day1,7,14 Sequencing
Lithium Heparin Tube Chemistry Day1,7,14 Serology
Pulmonary Fluid Lower Airway Bronchoscopy Between days 7-14 Sequencing, immune profiling
}\ Broncho-AlveolarLavage Ventilation
% Upper Airway
Supraglottic Aspirate
Extracorporeal Membrane EDTA Tube Circulatory Between days 2-7 (within 24hof ECMO  Serology
Oxygenation (ECMO) Blood intervention start
S ( ) Paxgene Tube ) RNA studies, transcriptomics
-4 Additional Research Blood EDTA Tube N/A Day 0 and with Puimonary Fluid collection Sequencing, serology
Paxgene Tube N/A Day 0 and with Pulmonary Fluid collection RNA studies, transcriptomics
@ Bacterial Culture Nasopharyngeal Swab N/A Day 0 Bacteriology, virology
] ] ] ]
1 I | |
*Collection ceases if patient expires D
ay 0 Day 1 Day7 Day 14
1 [ ] el
Tested for COVID-19 with mild symptoms Er ET
(not admitted to hospital) r . </ !
oF [ ] el L) ol
Tested for COVID-19 with moderate symptoms = ~ r ET
(admitted but not critical) : () !
oR [ ] el oF L] ol
Tested for COVID-19 with severe symptoms Er Et FF /& EF
(requiring invasive procedures) ! = ' ' !

Fig. 1 Collections and timeline for COVID-19 biospecimens at NYULH

(ECMO)

Centralizing governance and processing of the human
samples under the CBRD also reduces exposure risk
and expedites scientific progress. We therefore sug-
gest establishing a main biorepository with institutional
governance for all patients tested for COVID-19. Most
importantly, this approach reduces potential exposure
by diminishing transfer of biohazardous materials, limit-
ing the number of additional specimens needed for col-
lection, and adhering to biosafety guidelines. Further, it
creates the potential to generate a holistic, statistically
powered, and standardized cohort characterization by
compiling all results in one bank, and it fosters important
long-term follow up by overcoming the well-documented
issues with decentralized biobank sustainability [6—14].
The creation of this resource at NYULH has enriched the
community with high-quality patient-linked COVID-19
specimens, which has already contributed to novel find-
ings about SARS-CoV-2 epidemiology [3].

Our amended UC protocol actively supports stud-
ies of the New York outbreak in real time and criti-
cal research to combat the pathology of COVID-19.
Over the past 4 weeks, viral RNA has been extracted
from 236 samples collected in this pipeline, enabling
a large ongoing sequencing project that provides valu-
able information about the source of infections and
asymptomatic spread. New sequences are continuously

uploaded in the GISAID EpiCov repository (http://
www.gisaid.org) as they are analyzed. This biobank
pipeline also provides the necessary resources to sup-
port the clinical laboratory in the current validation
of ELISA assay for antibody detection with the collec-
tion of leftover whole blood and sera from COVID-19
patients.

Biospecimen research at NYULH is continuously
evolving to address the health needs of the global popu-
lation that it serves. In this critical moment, we provide
vital resources and recommendations for the current
crisis, founded on evidence-based protocols that we
amended to overcome issues faced in the heart of the
global pandemic. As we continue to reveal critical find-
ings on the recent SARS-CoV-2 outbreak, we hope to
invoke a worldwide effort to build up the resources
needed to eradicate COVID-19 collectively, and serve
as a reminder that resilience requires adaptability even
in the face of the most challenging circumstances.
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Supplementary information accompanies this paper at https://doi.
0rg/10.1186/512967-020-02388-8.

Additional file 1: Appendix S1. Universal consent form and COVID-19
clinical database fields.



http://www.gisaid.org
http://www.gisaid.org
https://doi.org/10.1186/s12967-020-02388-8
https://doi.org/10.1186/s12967-020-02388-8

Osman et al. J Trans| Med (2020) 18:219

Abbreviations

COVID-19: Coronavirus disease 2019; SARS-CoV-2: Severe acute respiratory
syndrome coronavirus 2; NYULH: New York University Langone Health; UC:
Universal consent; CBRD: Center for Biospecimen Research and Development.

Acknowledgements
We acknowledge all of the hard work from every staff member at NYULH, who
made this work possible.

Authors’ contributions

|IO—CBRD operations, design and implementation of the universal consent,
manuscript design and preparation. PC—CBRD operations, biospecimen
collection, manuscript preparation. UM—CBRD operations, design and imple-
mentation of the universal consent, manuscript preparation. DD—manuscript
design and preparation. CAG—CBRD operations, manuscript preparation.
SM—CBRD operations, manuscript preparation. AM—CBRD operations,
manuscript preparation. All authors read and approved the final manuscript.

Funding

This work was supported by the National Cancer Institute at the National
Institutes of Health through the NYU Cancer Institute Cancer Center Support
Grant (P30CA016087) and NYU Melanoma SPORE (P50CA016087) to IO.

Availability of data and materials
Not applicable.

Ethics approval and consent to participate
Explained in manuscript.

Consent for publication
Not applicable.

Competing interests
The authors declare that they have no competing interests.

Received: 25 April 2020 Accepted: 22 May 2020
Published online: 01 June 2020

References

1. Mervosh S, Lu D, Swales V. See which states and cities have told residents
to stay at home. New York Times. April 7, 2020. https://www.nytim
es.com/interactive/2020/us/coronavirus-stay-at-home-order.html.

Page 4 of 4

2. https://coronavirus.jhu.edu/map.html.

3. Maurano TM et al. Sequencing identifies multiple, early introductions of
SARS-CoV2 to New York City Region. Submitted.

4. Centers for Disease Control and Prevention, National Institutes of Health.
Biosafety in Microbiological and Biomedical Laboratories 5th Edition.
2009.

5. Research Electronic Data Capture (REDCap). Paul Harris, REDCap, Vander-
bilt University Medical Center.

6. Langhof H, Kahrass H, lllig T, et al. Current practices for access, compensa-
tion, and prioritization in biobanks. Results from an interview study. Eur J
Hum Genet. 2017,25:293-300.

7. Henderson MK, Goldring K, Simeon-Dubach D. Advancing professionali-
zation of biobank business operations: a worldwide survey. Biopreserv
Biobank. 2018;17:71-5.

8. De Souza YG. Sustainability of biobanks in the future. Adv Exp Med Biol.
2015;864:29-35.

9. GeeS, et al. Biobank finances: a socio-economic analysis and review.
Biopreserv Biobank. 2015;12(6):435-51.

10. Olson J, et al. The Mayo Clinic Biobank: a building block for individualized
medicine. Mayo Clin Proc. 2013;88(9):952-62.

11. Garrett S, et al. Engage UC: developing an efficient and ethical approach
to biobanking research at the University of California. Clin Transl Sci.
2015;8(4):362-6.

12. Mandl K, et al. The genomics research and innovation network: creating
an interoperable, federated, genomics learning system. Genet Med.
2020;22(2):371-80.

13. Saben J, et al. Emergency medicine specimen bank: an innova-
tive approach to biobanking in acute care. Acad Emerg Med.
2019;26(6):639-47.

14. Aquilante et al. Clinical implementation of pharmacogenomics via a
health system-wide research biobank: The University of Colorado Experi-
ence. Pharmacogenomics. 2020.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions



https://www.nytimes.com/interactive/2020/us/coronavirus-stay-at-home-order.html
https://www.nytimes.com/interactive/2020/us/coronavirus-stay-at-home-order.html
https://coronavirus.jhu.edu/map.html

	The urgency of utilizing COVID-19 biospecimens for research in the heart of the global pandemic
	Abstract 
	Introduction
	Methods
	Universal consent protocol
	COVID-19 collections and clinical database

	Discussion
	Acknowledgements
	References




