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mat meeting

19 Were eligible, but wers not enrclled

1063 Underwent randomization

l

l

541 Were assigned to receive remdesivir
531 Received remdesivir
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authorized representative
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at time of database freezs
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representatie
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Table 1. Demographic and Clinical Characteristics at Baseline.

A Remdeshvir Placebo ° mﬁﬁ$igﬁﬁl§%¢a1ﬁ58.9}%@7‘£€ ’ 5%¢¢1|5

Characteristic [N=1063) [N=541) [N=522)
Age—yr 58.9:15.0 SE.E£146 5024154

Male sex — no. (%) 684 (643) 352 (65.1) 332 (£3.6) 64.3% - 798%5}5 E jb% ’ 153%5}5 E ]E/X

Race or ethnic group — no. (3} 1

i e nun o M 4.3%E2M - ARBRITIMEH53.2% 81

Black or African American 219 [20.6) 108 (20,09 111 {21.3)

White 565 (53.2) 279 (S1.6) 286 (54.8) A , (o) A (o) A , ,ﬂﬂ (o)
Hispanic or Latino— no. (%) 249 (23.4) 132 (24.4) 117 (22.4) 20'6 /0% 12'6 /OE:E H 13'6 /0 °
Median time (IQR) from symptom onset to randomization — days{ o (6-12) 9 6-12) 9 (7-13)

No. of coxisting conditions — ne. [total no. (36} j:t r tb % %{T( 1 \/{ \/{ = J]Il BA (o) E HEE

None 103/920 (21.0) A1/467 [10.5) 102/453 (22.5) 7N ﬁ -+ *E L ’ J/ = E49 . 6 A) ’ H

One 2481920 (27.0) 1317467 (28.1) 1177453 [25.8)

Two or more 4707920 (52.1) 245/46T (52.5) 234453 [51.7) 37% ) %‘_2 ﬂ }I’(}% ﬁ%29.7%% I ’ m I%E- ;I:‘i'?l\:

Coexisting cenditions — no. ftotal no. (%)

Hypertension 460/928 (49.6) 131460 (40.3) 220/450 (49.9)

. s (7o 1a4es (7, P VAN=TI =) S LN ST A KB, M SEL L
Ohbesity 342/925 (37.0) 177/460 (37.7) 165/456 [16.2) 7] m ) AN 2H ’ % A
Type 2 diabetas 275/927 (29.7) 144/470 (30.6) 131/457 (28.7)

Score on ordinal scale — no. (%)

4. Hospitalized, not requiring supplemental oxygen, requiring ongo- 127 (11.9) b7 (12.4) 60 (11.5) 40%% % (1$ B;TE 5@ yﬁ ’ 2E é_?ll % 5@ yﬁ) ° ’%W A

ing medical care {Covid-1%-related or otherwise)

5. Hospitalized, requiring supplementz| oxygen 471 (39.5) 122 (41.0) 100 (38.1) A 2 EE = == z
E. H;:Ifdtz‘lii receiving noninvasive ventilation or high-flow oxy- 137 (18.5) 98 (18.1) 90 (19.0) E\ "“EIIJ\ AlAi “‘H E/\J q] 1ﬂ gﬂz E % 9 ;E o ‘E’ﬁz E % iA A “‘H

7. Hospitalized, receiving invasive mechanical ventilation or ECMO 272 (25.6) 125 (23.1) 147 (28.2)

Baseline score missing 46 (4.3) 29 (5.4) 17 3.3) %%SS%EE o 7%&ECMO:%B/Z\(\]24%7_'EE .

* Plus-minus values are means +50. Percentages may not total 100 because of rounding. QR denotes interquartile range. The full table of
baseline characteristics is available in the Supplementary Appendix.

T Race and ethnic group were reported by the patients. The number of patients in other races and ethnic groups are listed in Table 51 in the 6 z& 18 5 O/ , 5 z& 3 9 60/ , 4 2& 1 1 90/ o 40/
Supplementary Appendiz n . (0] I . (o] n . (o] (0]

T As of April 28, 2020, data on symptom onset were missing for 15 patients; data on coexisting conditions were missing for 133 patients and
were incomplete for 10 patients.
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-]
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B E_ Placeba
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Days Days
Mo at Risk Mo at Risk
Hemdesiwir 222 194 124 79 &7 30 23 21 15 12 2 0 Remdesiir 08 92 77 56 35 27 1 0 19 17 0 O
Placsbo 109 170 131 91 61 43 33 29 26 23 1 O Placebc 09 06 &0 62 47 37 M I3 18 17 1 O

Figure 2 [facing page). Kaplan—Meier Estimates
of Cumulative Recoveries.

Cumulative recovery estimates are shown in the over-
&ll population (Panel A), in patients with a baseline
score of 4 on the ordinal scale (not receiving oxy gen;
Panel B), in those with a baseline score of 5 (receiving
axygen; Panel C), in those with a baseline score of &
[receiving high-flow oxygen or noninvasive mechanical
ventilation; Panel D), and in those with a baseline
score of 7 {receiving mechanical ventilation or ECMO;
Panel E).
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Figure 2 [facing page). Kaplan—Meier Estimates

of Cumulative Recoveries.

Cumulative recovery estimates are shown in the over-
&ll population (Panel A), in patients with a baseline
score of 4 on the ordinal scale (not receiving cxygen;
Panel B), in those with a baseline score of 5 (receiving
aygen; Panel C), in those with a baseline score of &
[receiving high-flow oxygen or noninvasive mechanical
ventilation; Panel DY), and in those with a baseline
score of 7 (receiving mechanical ventilation or ECMO;
Panel E).
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18 [EHEE]_Fremdesivirdfl

Ao BRI
e e vt i b v e it Sl e T oo K. > remdesivirdgEg i
overdl Ordinal Sore ai Basline Rate ratio 1.32 (Cl: 1.12-

4 5 6 7
1.55) o HAWEEIRARTA > 5
Remdesivir Placebo Remdesivir Placebo Remdesivir Placebo Remdesivir Placebo Remdesivir Placebo . [:[l:[ /

(N=538) (N=521) (N=67) (N=60) (N=222) (N=199) (N=98) (N=239) (N=125) (N=147)

— 6 > 74H57 A F51.38 » 1.47

No. of recoveries 334 273 61 47 177 128 47 43 45 51

Median time to recovery 11(3-12) 15 (13-19) 5 (4-6) 6 (4-8) 7 (6-8) 9(7-11) 16 (NE-10) 22 (NE-12) NE-NE 28 (NE-22) 1.20 9 0.95 9 /fE /f% %BE}J‘\%

(95% CI) — days

Rate ratio (95% CI)§ 1.32 (1.12-1.55 [P=0.001]) 1.38 (0.94-2.03) 1.47 (1.17-1.84) 1.20 (0.75-1.81) 0.95 (0.64-1.42) Z 2. — [
RS ST LR TR

Hazard ratio (95% CI) 0.70 [0.47-1.04) 0.46 {0.04-5.08) 0.22 (0.08-0.58) 1.12 (0.53-2.38) 1.06 (0.58-1.92)
PYXRIA \/\szi O 7 :E:
No. of deaths by day 14 32 54 1 1 4 19 13 13 13 19 — = DY
Kaplan-Meier estimate 7.1 115 15 25 2.4 10.9 15.2 147 113 141 fa NEEN
— 9% (95%Cl) (5.0-9.9)  (0.2-154) (0.2-101)  (0.4165)  (0.8-64)  (7.1-167)  (9.0-25.0)  (8.7-24.3)  (67-18.3)  (9.2-21.2) —ﬂZED 7K7L_H(\E4 ’ 5 ’ 6 ’ 7 H
) EIEIJ / &
Ordinal score at day 15 (+2 days) —

no. (%)% /\ 7
Patients with baseline and 434 410 60 51 196 161 71 77 101 115 %”E\'] 0-46 2 0- 22 2 1. 12
day 15 score data — no.
99 (22.8) 76 (18.5) 22 (36.7) 15 (29.4) 54 (27.6) 45 (28.0) 13 (18.3) 7 (9.1) 10 (9.9) 8 (7.0) 1 06 lgéjé E[[[[ ' Hj( &J/J\

-

2 158 (36.4) 127 (31.0) 25 (41.7) 21(41.2) 95 (485) 66 (41.0) 28 (39.4) 27 (35.]) 6 (5.9) 10 (8.7)
_L—ll—- VPN

3 11(25) 6 (1.5) 7 (11.7) 4(7.8) 4(2.0) 2(1.3) 0 0 0 0 & Fﬁ‘{% L/L&F j‘f“E —f‘,ﬂ,

4 23 (5.3) 20 (4.9) 1(1.7) 3 (5.9) 12 (6.1) 7 (4.3) 4(5.6) 4(52) 6 (5.9) 6 (5.2) /INH ZARRN

5 34 (7.8) 40 (9.8) 3 (5.0) 5 (9.8) 14 (7.1) 6 (3.7) 2 (2.8) 7 (9.1) 15 (149) 22 (19.1) %‘-.‘éé\-: /EJIIJ , A‘7Q* E

6 16 (3.7) 14 (3.4) 1(1.7) 0 (0) 1(0.35) 3(1.9) 6 (2.5) 6 (7.8) 7 (6.9) 5 (4.3) ;u\é:ja VARYY DE /n |

7 60 (13.8) 72 (17.6) 0 () 2 (3.9) 12 (6.1) 12 (7.5) 5 (7.0) 13 (16.9) 43 (426) 45 (39.1)

2 33 (7.6) 55 (13.4) 1(1.7) 1(2.0) 4(2.0) 20 (12.4) 13 (18.3) 13 (16.9) 14 (13.9) 19 (16.5) re m d €s IVI r%j‘COVI D 19 ,ﬁ:E

QOdds ratio (95% CI) 1.50 (1.18-1.91 [P=0.001]) 1.51 (0.76-3.00) 131 (0.89-1.92) 1.60 (0.89-2.36) 1.04 (0.64-1.68) & AL TL EE? i

¥ P values and confidence intervals have not been adjusted for multiple comparisons. NE denotes not possible to estimate.

 Recovery rate ratios and hazard ratios were calculated from the stratified Cox model; P values for these ratios were calculated with the stratified log-rank test. Recovery rate ratios greater Y_A
than 1 indicate a benefit for remdesivir; hazard ratios less than 1 indicate a benefit for remdesivir. 149%HT | |%i Eg;b |
 The ordinal score at day 15 is the patient's worst score on the ordinal scale during the previous day. In the remdesivir group, 103 patients did not have ordinal scale scores for the day \

15 visit at the time of the data freeze (11 with mild-to-moderate illness and 92 with severe illness). In the placebo group, 109 patients did not have ordinal scale scores for the day 15 .« .

visit at the time of the data freeze (12 with mild-to-moderate illness and 97 with severe illness). Two patients died 15 days after randomization and are included in the ordinal scale ) L / \%U% re m d es IVI rZE7 1(y )

scores but not in the estimate of mortality by day 14. Scores on the ordinal scale are as follows: 1, not hospitalized, no limitations of activities; 2, not hospitalized, limitation of activi- Y N (o}

ties, home oxygen requirement, or both; 3, hospitalized, not requiring supplemental axygen and no longer requiring ongoing medical care (used if hospitalization was extended for

infection-control reasons); 4, hospitalized, not requiring supplemental cxygen but requiring ongoing medical care (Covid-19-related or other medical conditions); 5, hospitalized, requir- Tj‘% Z 1 1 9(y )
ing any supplemental oxygen; 6, hospitalized, requiring noninvasive ventilation or use of high-flow oxygen devices; 7, hospitalized, receiving invasive mechanical ventilation or extracor- 7N ™ 0
poreal membrane oxygenation (ECMO); and 8, death. Odds ratios and P values were calculated with the use of a proportional odds model. Odds ratio values greater than 1 indicate a

benefit for remdesivir.
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Figure 3. Time to Recovery According to Subgroup.

The widths of the confidence intervals have not been adjusted for multiplicity and therefore cannot be used to infer treatment effects.
Race and ethnic group were reported by the patients.
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