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- Geometric Mean Titer (GMT) of antibody titers (IgG ELISA for S protein of SARS-CoV)

- Frequency of significant increases in serum antibody to CoV S protein in Enzyme Linked
Immunosorbent Assay (ELISA) and in neutralization tests, and increases in Geometric
Mean Titers (GMT)s in sera.

- Geometric Mean Titer (GMT) of neutralizing antibody titers against SARS-CoV

- Geometric mean fold increase (GMI) of S-specific antibodies against 2019 novel
coronavirus tested by ELISA in serum

- Geometric mean fold increase (GMI) of S-specific antibodies against 2019 novel
coronavirus tested by pseudoviral neutralization test method in serum

- Geometric mean concentration (GMC) of anti-Ad5 vector neutralizing antibody
responses

- Geometric mean fold increase (GMI) of anti-Ad5 vector neutralizing antibody responses

- Immunogencity indexes of cellular immune

- Proportion of subjects with positive T cell response

- Percentage of subjects who seroconverted; . L. COVID-19s defined as a 4-fold change in
antibody titer from baseline

- Proportion of subjects achieving a detectable serum neutralizing antibody titer against
SARS-CoV

- CD3, CD4, CDS8 cell count and CD4 / CD8 ratio Days 1, 3, 7 Flow Cytometery
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FDA Guidance on Conduct of Clinical Trials of Medical Products during COVID-19
pandemic, March 2020

European Medicines Agency (EMA)Guidance on the Management of Clinical Trials during
the COVID-19 (Coronavirus) pandemic, Version 1 (20/03/2020)

MHRA guide to Managing clinical trials during Coronavirus (COVID-19), updated 24
March 2020

NHS guide to COVID-19: Guidance for sponsors, sites and researchers , v2.1: 20 March
2020

X. Jin, B. Pang, J. Zhang et al., Core Outcome Set for Clinical Trials on Coronavirus
Disease 2019 (COS-COVID), Engineering,https://doi.org/10.1016/j.eng.2020.03.002
Kalil AC. Treating COVID-19—Off-Label Drug Use, Compassionate Use, and
Randomized Clinical Trials During Pandemics. JAMA. Published online March 24, 2020.
doi:10.1001/jama.2020.4742

https://clinicaltrials.gov/

https://irct.ir/
http://www.comet-initiative.org/Studies/Details/1538

- https://www.cochrane.org/news/covid-19-core-outcome-set-project-invitation-complete-

survey-10-april-2020

- https://oxfordbrc.nihr.ac.uk/pair/covid-19-core-outcome-set-project/
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