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A9 501 (4.53) - == 14 (0.13) 2.09
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| g 4560 (4121) 137 (52.09) 3.00
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2. COVID-190{| A 2| remdesivir &1} &AM

Remdesivir®| SARS-CoV-20 CH3F & 12 THCHSEZ| O|F 0| Ebola HFO|{AO| CHSH remdesiviro)
SE HEHEDX $HCE Remdesivire OFH oAl R AbA|(analogue)2A] HEO|Z{A RNA AtE0| 4
=0 RNA BX|o| =7| TZS R Ebola HHO[Z A0 ZHE Rhesus monkeysOf| 7| A& &
O O|A HIO|2{A ZHE 32 B0 remdesivirE EOS0 ZIFE EAMSIFCHL]. O AFOA
remdesivirE JUWoz EOFUS AP HIZI|E 14A|7H FE2 BEEQD, F1F o= %E0|
Bl on, remdesivirE £ =3 Bxol AT LEE
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0|8h 0l Al remdesivir AFRF2| AFLE0| 853%A 1, Ebola HIO|2{ A0 0| M2 FHXHCt value 22

0 2r2 Rhesus monkeyS0| & A=3|

ZIN0A AFYEO| 29%RUEH2]. O FFO0M FOE CHE F 7HX|C| T &

gtX|(monoclonal
antibody; Mab114, REGN-EB3)0j| H|3jA| remdesivir £0{9| AU EL2 9|5t =ULH2].
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S=0IA O|F0Zl remdesivir YHAIF S 2020 2 6YUFE 2020 3 12K BHAE 2
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polymerase chain reaction (PCR
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Table 1. Comparison between three clinical studies of remdesivir in COVID-19

Initiative NCTO04292899, National Institute of Allergy and | NCT04257656. The trial was done at ten | Cohort of patients hospitalized for severe
Infectious Diseases (NIAID) [12], multinational | hospitals in Wuhan, Hubei, China [7] Covid-19, Multinational study [5]
multicenter study

Inclusion 1. Laboratory-confirmed SARS-CoV-2 infection 1. laboratory-confirmed SARS-CoV-2 infection, | Baseline characteristics:

criteria: as determined by polymerase chain reaction with an interval from symptom onset to | 34(64%) patients were receiving invasive

(PCR) or other commercial or public health
assay in any specimen, as documented by

either or the following:

v" PCR positive in sample collected < 72 hours

prior to randomization; OR

v" PCR positive in sample collected >/= 72
hours prior to randomization, documented
inability to obtain a repeat sample (e.g. due
to lack of testing supplies, limited testing
capacity, results taking >24 hours, etc.) AND
progressive disease suggestive of ongoing
SARS-CoV-2 infection.

2. lliness of any duration, and at least one of the

following:

v" Radiographic infiltrates by imaging (chest x-
ray, CT scan, etc.), OR

v' Sp02 < /=94% on room air, OR
v" Requiring supplemental oxygen, OR

v" Requiring mechanical ventilation.

enrolment of 12 days or less,

had pneumonia confirmed by chest imaging,
had oxygen saturation of 94% or lower on
room air or a ratio of arterial oxygen partial
pressure to fractional inspired oxygen of 300

mm Hg or less

ventilation, including 30 (57%) receiving
mechanical ventilation and 4 (8%) receiving
ECMO. 19(36%) patients were receiving

noninvasive oxygen support




Primary Time to Clinical Improvement (TTCI) [Censored at The primary clinical endpoint was time to clinical | No prespecified end points for this program,

outcome: Day 28] [ Time Frame: up to 28 days ] improvement within 28 days after randomisation. | we quantified the incidence of key clinical
The primary endpoint is time to clinical Clinical improvement was defined as a two-point | events, including changes in oxygen-support
improvement (censored at Day 28), defined as the reduction in patients' admission status on a six- | requirements (ambient air, low-flow oxygen,
time (in days) from randomization of study point ordinal scale, or live discharge from the | nasal high-flow oxygen, noninvasive positive
treatment (remdesivir or placebo) until a decline of hospital, whichever came first. pressure ventilation [NIPPV], invasive
two categories on a six-category ordinal scale of mechanical ventilation, and extracorporeal
clinical status (1 = discharged; 6 = death) or live Six-category ordinal scale: membrane oxygenation [ECMO]), hospital
discharge from hospital. Same as NCT04292899 discharge, and reported adverse events,

including those leading to discontinuation of
treatment, serious adverse events, and

Six-category ordinal scale: death.
6. Death; 5. ICU, requiring ECMO and/or IMV; 4.
ICU/hospitalization, requiring NIV/ HFNC therapy; Clinical improvement, as defined by live
3. Hospitalization, requiring supplemental oxygen discharge from the hospital, a decrease of
(but not NIV/ HFNC); 2. Hospitalization, not at least 2 points from baseline on a modified
requiring supplemental oxygen; 1. Hospital ordinal scale (Six-category ordinal scale).
discharge or meet discharge criteria (discharge
criteria are defined as clinical recovery, i.e. fever,
respiratory rate, oxygen saturation return to normal,
and cough relief).

Number of | > 1,000 237 61

patients:

Results Meet the primary end point; Do not meet the primary end point: Clinical improvement was observed in 36 of

Remdesivir recovered in 11 days on average,
compared with 15 days for those on a placebo, a

31% improvement.

Time to clinical improvement were similar in the
per-protocol population (median 21-0 days [IQR
13:0-28-0] in the remdesivir group vs 23-0 days

53 patients (68%).




[15-0-28-0] in the placebo group HR 1-27 [95%

During a median follow-up of 18 days, 17 of

time to clinical improvement than those
receiving placebo (median 18-0 days [IQR
12-:0-28-0] vs 23-:0 days [15:0-28:0]; HR
1-52 [0-95-2-43]

2. Due to early termination of enroliment, the
statistical power was reduced from 80% to
58%.

Cl1 0-89-1-80] 30 patients (57%) receiving mechanical
ventilation who were extubated.
Note There were also fewer deaths among trial | 1. Within 10 days of symptom onset in the | Single arm study with no control
participants who received remdesivir, but that trend intention-to-treat (ITT) population, those
was not statistically significant. receiving remdesivir had a numerically faster

Abbreviation: IMV, invasive mechanical ventilation; NIV, non-invasive mechanical ventilation; HFNC, High-flow nasal cannula.
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