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Introduction/Problem

Research Operations needed to quickly prepare a coordinated and safe response to the reduction of
hospital activity in the early response to COVID. It was important to ensure that the safety of research
participants on ongoing therapeutic trials while enabling a rapid implementation of COVID-related
therapeutic trials. Clinical research is conducted across the medical center. Implementing change would
need to be coordinated with department leadership and communicated through different mechanisms.
With guidelines being instituted from hospital leadership, statewide restrictions, and a developing
understanding of SARS-CoV-2, it was essential to have a working group to understand the impact on
clinical research and create guidelines that would align with developing institutional policies.

The goal was to effectively manage conducting research during a period of constrained resources and a
statewide lock-down. To address this, research operations instituted several measures to protect
participants and research staff and support important initiatives for COVID research. Just as important as
the response to reduce the research activity to focus on therapeutic trials and COVID was the
resumption of activity in a staged way to allow for a controlled return and coordinated with departments,
clinics, and research teams.
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The Interventions
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Development of guidelines for the restriction of research activities on-site during the COVID lockdown
Creation of an Urgent IRB Committee for rapid review of COVID research.

Establishment of a Scientific and Institutional Research Review Committee to review the impact of PPE, lab,
nursing, and other clinical resources from research activities.

COVID-19 Steering Committee was established to review new COVID research proposals to promote
collaboration and reduce duplicative efforts and maximize data and biospecimen collection.

Creation of a Return to Clinical Research workgroup to develop a phased re-opening for non-COVID
research. The group was charged with developing a staged plan to reopen clinical research.

Results/Progress to Date

Creation of a COVID dashboard to eliminate patients from being repeatedly approached to participate in
research studies. The dashboard provided real-time updates with impatient data and whether the
participant was approached and/or enrolled into a COVID research study.

COVID Clindcal Trials Tracking
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REDCap dashboard created with Academic and Research Computing to facilitate recruitment
communication between different study teams.

Andi Hernandez, Vice President of Research Operations
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More Results/Progress to Date

COVID PROTOCOL REVIEW FOR 2020 Menu COVID-19 Return to Clinical Research: Phase Il (00:10/01:35)

1. Training Description Resources Exit

2. Clinical Research Reopening:

Phasell

3. Learning Objectives
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14,6% 25,11% 1, 1% 4. Introduction
\ 5. Applicability

- 6. Phase |l Return to Research

Ceded Review to another IRB
7. Phase lll
8. Employee Rights

8. Things to Do Prior to Resuming
Emergency Use Clinical Research Activities

10. Consent

11. Space Considerations C I i N ica | Resea rc h

| Exempt 12. Preparing participants and
visitors for visits

13. Reminder: Required Staff Re O p e n i n g m P h a Se I I

Expedited Symptom Monitoring Form
14. Sponsor and Monitoring Visits Mandatory Training for all Clinical Researchers prior to returning to
15. Research Specimen Collection BIDMC facilities

FU” Boa rd 16. Issues or Concerns?

17. Additional Resources
18. Have Questions?
19. Phase ll

20. Conclusion
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During 2020, the IRB reviewed 230 new research protocols about SARS-CoV-2. All research staff were assigned a return to research training in myPATH. All key information was shared
In an email announcement, Town Hall meeting, myPATH training and on the research portal page.

MenraciDeaconess. | S St oseme- o _
COVID-19 Research LeSSOnS Lea ' ed

» Any guidelines developed by clinical research needed to align with guidelines from hospital incident

Research is an important part of Beth Israel Deaconess mt CO m m a n d .

Medical Center (BIDMC). Researchers at BIDMC are T R e ) ) . . . . .

Sou are Interested m participating in research, pléass vit: » Communication was key to ensure that the information was shared with all the individuals that conduct
bidmc.org/covidtrials or scan the QR code with your phone o . .

o eam more clinical research throughout the medical center.

La investigacion es una parte importante de Beth Israel Deaconess Medical
Center (BIDMC). Los investigadores de BIDMC estan llevando a cabo diferentes >

Center (BIDMC). Los investigadore de BIDMC estan llsvando a cabo difee The committees that were established were essential for ensuring that the impact of clinical research
Leliton pava obtener mas Imfommacion. e o cocae AR consy activities was not going to impede clinical operations while allowing for important research to be conducted.

HEHERELENhEENEERD BIIMEh—IREEEMME, |RIEBIDNCAYE BTA
E FAHBERMECVID-19ETTRBEHE., MRTERDSERERMNE, ELE
bidme. org/covidtrials StRAFMIRHELIT —#ELL A,

PR E L G I PR AT ST PO BIDWCHF —IRREEH I H, BIZEBIDMCEIFHETA
B IELER AR R BOOVID-198HT AR B I FE . R Ml & 5 mp 5, i L RS
bidme. org/covidtrials BEFFHUEHELLT —4EBLL FiliEts.

Next Steps

A TN S YA, CEAAACToY R 9 APBOAT HECKOTD » Develop an Emergency Preparedness plan for clinical research using the foundation developed from

HAYYHbIX MCCNENOBAHMIA, YTOBLI NOMYYHTE KAK MOMHO BO/MLLUE MHDOPMALMK

O BMPYCE HOBWO-19. ECNA Bbl XOTWTE YHACTBOBATE B HALUMX MCCNEQOBAHWUAX, th e S e a Ct | V I tl e S

BET M3IPAEN N3AXW XENT
MEOWMLUMHCKHAKA LIEHTP BET M3PASN OWKOHEC

MOMAMYACTA NOWAWUTE HA CAIT bidmc.org/covidtrials WM COCKAHWPYHTE KO, MO, STUM
TEKCTOM NPK NOMOLLIW BALLETO TENEDOHA.

» AAHRPP, accreditation agency for human research protections, has indicated that emergency

reparedness will be a new standard for institutions to meet. We will use our plans used here to
A recruitment postcard was created and handed out at BIDMC COVID testing sites to eliminate the gevpelop our policy and response. ;

requests for flyers and recruitment handouts for specific studies. The QR code on the postcard displays all
the current COVID research being conducted at BIDMC and contact information for the study team.

Andi Hernandez, Vice President of Research Operations
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Return to Research Workgroup Members

Steering Committee Members

Steering Committee Members: Re-Opening Workgroup Committee Members:
Gyongyi Szabo, MD Andi Hernandez
Mark Zeidel, MD Michelle Beck
Richard Schwartzstein, MD Janet Mullington, PhD
Howard Gold, MD David Avigan, MD
Daniel Talmor, MD Daniel Press, MD
David Avigan, MD James Rodrigue, PhD
Peter Weller, MD Peter Weller, MD
Kathryn Stephenson, MD Angela Lavoie

Michael Yaffe, MD

* Ai-ris Collier, MD
Nathan Shapiro, MD

« Shahzad Shaefi, MD
Michelle Beck

* Angela Lavoie
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