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DApagliflozin in REspiratory failure in patients with COVID-19
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DApagliflozin in REspiratory failure in patients with COVID-19 K

Os iISGLT2 mostram reducao de eventos cardiovasculares e
renais em pessoas com ou sem diabetes

A COVID-19 é uma entidade capaz de promover faléncia de
varios orgaos e sistemas

Duvidas existem quanto a seguranca dos iSGLT2 em pacientes
com COVID-19.
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DApagliflozin in REspiratory failure in patients with COVID- 19

Critérios de inclusao

Hospitalizacdo de caso confirmado/suspeirto de COVID
Saturagao de O, > 94% usando até 5 |/min de O,
Imagem sugestiva de COVID
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DApagliflozin in REspiratory failure in patients with COVID- 19

Critérios de inclusao
Hospitalizacdo de caso confirmado/suspeirto de COVID

Saturagao de O, > 94% usando até 5 |/min de O,
Imagem sugestiva de COVID

Critérios de exclusao
Paciente critico

TFG < 25 ml.min/1,73m?
DM1

Hoistoria de CAD
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North America: Western Europe:
(+)Canada 4 S UK 2

&= us 287

B Mexico 118

India 50
South America:

@ Brazil 762

“< ) Argentina 27
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DApagliflozin in REspiratory failure in patients with COVID-19
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L 1273 Patients Screened J

l(— 23 patients did not qualify |

1250 Patients Randomized J

) } _
L Dapaglifiozin (n=625) ] L Placebo (n=625) J

69 patients 66 patients
discontinued dapagliflozin discontinued placebo

LG‘I 7 (99%) Completed StudyJ L620 (99%) Completed StudyJ
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Sexo feminino, % 43
Diabetes tipo 2, % 50
IC, % 7
HAS, % 84
DCV prévia, % 16
DRC, % 7
Sorologia positiva para COVID-19, % 96
Saturacao de O,, % 93
Insulina, % 36

Glicocorticoide, % 30
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Cumulative Incidence (%)

No. at Risk
Dapagliflozin
Placebo
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Desfecho co-primario: insuficiéncia cardiaca ou renal ou

respiratdria ou morte por todas as causas

Hazard ratio, 0.80 (95% CI, 0.58-1.10)
p=0.163 Placebo: 86 events (13.8%)
’_I_.—-—'_I_I_‘ Dapagliflozin: 70 events (11.2%)
° 3 6 9 12 15 18 21 24 27 30
Days since Randomization
625 610 579 567 559 554 5561 548 548 547 546
625 601 570 565 546 538 537 536 535 535 534
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Cumdative Incidence (™,

Desfecho co-primario: insuficiéncia cardiaca ou renal ou

respiratdria ou morte por todas as causas

Patients with diabetes

Patients without diabetes

P-interaction = 0.668

| Hazard ratio, 0.76 (95% CI, 0.49-1.18)

p=0.225 Placebo: 45 events

_—

| Dapaglifiozin: 34 events

Cumulative Incidence ()

'| Hazard ratio, 0.86 (95% CI, 0.55-1.35)

p=0.507 p——

Placebo: 40 events
— ’ ’Oapagliﬂozm: 36 events
—

F

Cays v nce Randomizatson
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Composite Kidney Endpoint

| Hazard ratio, 0.74 (95% CI, 0.50-1.07)
95 10
s Placebo: 65 events (10.4%)
g Dapagliflozin: 48 events (7.7%)
3
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0 3 6 9 12 15 18 21 24 27 30
Days since Randomization
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All-cause Mortality

| Hazard ratio, 0.77 (95% CI, 0.52-1.16)
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Placebo: 54 events (8.6%)
|_|_
Dapagliflozin: 41 events (6.6%)

)]

Cumulative Incidence (%)

0 3 6 9 12 15 18 21 24 27 30
Days since Randomization
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All-cause Mortality

| Hazard ratio, 0.77 (95% CI, 0.52-1.16)
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Placebo: 54 events (8.6%)
|_|_
Dapagliflozin: 41 events (6.6%)
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Cumulative Incidence (%)
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Days since Randomization
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sem diabetes

Patients with diabetes Patients without diabetes
& 400- -« Dapaglifiozin -« Placebo & 400- -« Dapagliflozin -=- Placebo
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Day Day
No. Patents No. Patents
Dapagificzn 285 210 200 162 140 107 Dapagiifiozin 258 178 156 130 101 78
Placeo 278 217 209 166 140 120 Placeto 250 176 170 143 17 85
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Efeitos adversos do uso da Dapagliflozina

Dapagliflozin Placebo
Events, n (N=613) (N=616) Risk difference
Any severe AE* 65 82 i i -2.71 (-6.37, 0.93)
AE with the outcome of death 32 48 = -2.57 (-5.41, 0.19)
Discontinuation due to AE 44 55 _ | -1.75 (-4.85, 1.31)
Acute kidney injury 21 34 _ -2.09 (-4.52, 0.23)
Diabetic ketoacidosis 2 0 o 0.33 (-0.30, 1.18)

*Including death
AE, adverse event.

Dapagliflozin
Better

Placebo
Better
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DApagliflozin in REspiratory failure in patients with COVID- 19

Dapagliflozina em pessoas com COVID-19 e multiplos fatores de
risco cardiovascular (DM2 ou nao) :

 Numericamente apresentou menos desfechos, mas sem
significancia estatistica

e Nao mostrou aumento de risco de efeitos adversos
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DApagliflozin in REspiratory failure in patients with COVID- 19

Restam duvidas:

* E se o estudo tivesse incluido um numero maior de individuos?
* E se tivessem incluido pacientes ainda mais graves?

* E se tivesse incluido somente pessoas com DM2?

 E agora? Mudaremos nossa conduta do dia-a-dia?
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