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The CTO is directed by Linda Rogers, MD, Associate Professor of Medicine (Division of 
Pulmonary, Critical Care and Sleep Medicine), in collaboration with Erna (Milu) Kojic, MD, Chief 
of Infectious Diseases at Mount Sinai Morningside and Mount Sinai West. Judith A. Aberg, MD, 
Chief of the Division of Infectious Diseases and Director of the Clinical and Translational 
Research Center, is principal investigator of the sarilumab study. 
 
We created a robust Clinical Trials COVID19 Team with more than 100 clinical research 
professionals throughout the Health System. Researchers with a wealth of expertise across 
many specialties at the Icahn School of Medicine at Mount Sinai have coalesced to design and 
test novel therapies and prevention options. Scientists from Infectious Diseases, Immunology, 
Pulmonology, Critical Care, Hematology and Medical Oncology, Epidemiology, Pediatrics, 
Psychiatry, and more have aligned with clinical and translational investigators who have vast 
experience in developing and leading clinical trials.  
 
Moving quickly with a thoughtful and comprehensive oversight plan during this pandemic has 
been critical. With guidance from Benjamin K. Chen, MD, PhD, Vice Chair for Research in the 
Department of Medicine, we implemented a streamlined process to review investigator-initiated 
COVID-19 protocols, as well as collaborative studies with other institutions and sponsors.  
 
Our COVID-19 Protocol Review System employs a highly efficient process to ensure that each 
protocol’s scientific aims align with overall institutional priorities and to evaluate scientific merit, 
study design, and resource requirements. “We were able to combine the expertise of our Tisch 
Cancer Institute (TCI) oncology clinical trial team that supports our National Cancer Institute 
(NCI)-designated cancer center, with the Department of Medicine’s CTO. Together, we applied 
our many standard operating procedures to establish a centralized process for vetting COVID-
19 clinical research with the goal of identifying the highest quality trials that meet the need of our 
patients,” explained Karyn A. Goodman, MD, Associate Director of Clinical Research at TCI.   
 
To address the need for expertise in a large range of potential therapeutic targets and patient 
populations, we established several subcommittees to support the COVID-19 Trial Oversight 
Committee Review.  

1. Plasma 
2. Antivirals 
3. Pulmonary/ARDS 
4. Immune modulation 
5. Prophylaxis 
6. Vaccine 
7. Diagnostics 
8. Population Health 

Trials deemed appropriate move forward to the COVID-19 Oversight Committee for final 

approval and submission to the Institutional Review Board. 

This flowchart depicts the process. (See COVID-19 Research Guidance for additional 

information.) 

"The comprehensive integration of all COVID-19 trial information from faculty, trainees, other 
academic centers, and commercial sponsors facilitates the expert, expeditious review of 
proposals and avoids redundancies. The platform ensures that our patients receive the most 
cutting-edge treatments and allows the findings to be disseminated as widely as possible," said 
Scott L. Friedman, MD, Dean for Therapeutic Discovery, Professor of Medicine and 
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Pharmacological Sciences, and Chief of the Division of Liver Diseases. Dr. Friedman is a 
member of the COVID-19 Trials Oversight Committee. 
 
Clinical trials related to COVID-19 at Mount Sinai, both those that are actively enrolling patients 
and those that are in process, focus on novel therapeutic interventions. See Novel 
Therapeutics section below for more information. 

 
Convalescent Plasmapheresis 
Mount Sinai implemented a convalescent plasmapheresis program on March 24 after Florian 

Krammer, PhD, a Mount Sinai microbiologist, developed a test for the virus antibodies (A 

serological assay to detect SARS-CoV-2 seroconversion in humans). 

Ania Wajnberg, MD, Associate Professor of Medicine and Medical Director of Ambulatory at 
Mount Sinai Hospital, runs Mount Sinai’s plasma donation program in support of the 
plasmapheresis program.  
 
 “Treating people with plasma is not a new thing. It has been used to treat viruses for the past 
100 years. The idea is to use plasma from someone who has fully recovered, whose body has 
fought off the infection by making antibodies. Antibodies live in plasma in the blood. So 
presumably, if we give these antibodies to someone who is severely ill, we can jumpstart their 
body to fight off the infection,” said Dr. Wajnberg. 
 
The Mount Sinai Health System Convalescent Plasma Program (CPP), the largest in the 
country, receives plasma from COVID-19 survivors who are willing to donate. “They are having 
a potentially direct impact to help another sick person,” Dr. Wajnberg said. “Also, they are 
helping us understand so much about the body’s response to this disease and what potential 
treatment options are effective, and then further down the line, how immunity can help us 
reopen our society and get people back to work.” 

Nicole M. Bouvier, MD, Associate Professor of Medicine (Infectious Diseases) and Microbiology, 

coordinates the CPP. While the CPP initially began treating patients under the FDA eIND 

pathway, it subsequently joined the FDA Expanded Access Program sponsored by Mayo Clinic 

to facilitate ongoing convalescent plasma treatment at Mount Sinai. 

 

Novel Therapeutics 

 The Mount Sinai Health System is the first in the country to use an innovative allogeneic 
stem cell therapy in COVID-19 patients; it will play a central role in developing and 
conducting a rigorous clinical trial for patients with severe acute respiratory distress 
syndrome (ARDS). The therapy, known as remestemcel-L, has been tested previously in 
bone marrow transplant patients, who can experience an overactive immune response 
similar to that seen in severe cases of COVID-19. 

Mount Sinai began administering remestemcel-L to patients in late March under the FDA’s 
compassionate use program. Ten patients with moderate to severe cases of COVID-19-
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https://www.mountsinai.org/about/newsroom/2020/mount-sinai-leading-the-way-in-innovative-stem-cell-therapy-for-covid19-patients-pr
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related ARDS, most of whom were on ventilators, received the therapy and doctors saw 
encouraging results. 

“We are encouraged by what we have seen so far and look forward to participating in the 
randomized controlled trial starting soon that would better indicate whether this is an 
effective therapy for patients in severe respiratory distress from COVID-19,” said Keren 
Osman, MD, Medical Director of the Cellular Therapy Service in the Bone Marrow and Stem 
Cell Transplantation Program at The Tisch Cancer Institute at Mount Sinai and Associate 
Professor of Medicine (Hematology and Medical Oncology). Dr. Osman, in close 
collaboration with Stacey-Ann Brown MD, MPH, Assistant Professor of Medicine 
(Pulmonary, Critical Care and Sleep Medicine), oversaw the treatment of the first Mount 
Sinai patients with this innovative therapy. 

 Mount Sinai is participating in two studies evaluating the use of remdesivir, an antiviral 
nucleotide prodrug that inhibits RNA polymerases and that has broad-spectrum antiviral 
activity, including against human coronaviruses (SARS-CoV, MERS-CoV, related zoonotic 
bat CoVs). In vitro studies showed RDV has potent antiviral activity against SARS-CoV-2. 
 

o GS-US-5773: A Phase 3 Randomized Study to Evaluate the Safety and Antiviral 
Activity of Remdesivir in Participants with Severe COVID-19. ClinicalTrials.gov 
Identifier: NCT04292899 

o GS-US-5774: A Phase 3 Randomized Study to Evaluate the Safety and Antiviral 

Activity of Remdesivir in Participants with Moderate COVID-19. ClinicalTrials.gov 
Identifier: NCT04292730 

 

 Mount Sinai is participating in An adaptive Phase 2/3, randomized, double-blind 
placebo-controlled study assessing efficacy and safety of sarilumab for hospitalized 
patients with COVID-19. ClinicalTrials.gov Identifier: NCT04327388 

 
 

Treatment with blockade of IL-6 receptor has been shown to reverse symptoms of cytokine 
release syndrome, a significant cause of morbidity in previous outbreaks of SARS and 
MERS-CoV. Sarilumab is a monoclonal antibody that works by inhibiting the interleukin-6 
(IL-6) pathway through binding and blocking the IL-6 receptor. 

 

The objective of this study is to evaluate the clinical efficacy of sarilumab relative to the 
control arm in adult patients hospitalized with severe COVID-19. Investigators hypothesize 
that IL-6 may drive the inflammatory response in the lungs of patients who are critically ill 
with COVID-19. The role of IL-6 has been supported in preliminary results from a single-arm 
study in China that is using another IL-6 receptor antibody. 
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