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Treatment of Middle East Respiratory @
Syndrome with a combination of lopinavir-
ritonavir and interferon-B1b (MIRACLE trial):

study protocol for a randomized controlled

trial
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No. of Patients in Oxygen-Support Group at Baseline (%)

Invasive Noninvasive Low-flow oxygen Ambient air
(N=34) (N=7) (N=10) (N=2)
Category on ordinal scale—= || EGNTNNED 4 l 3 2
Death 6 (18) 1(14) 0 0
Invasive 9 (26) 1 (14) 0 0
No. of Patients |
in Oxygen-Support Noninvasive ‘4 3(9) 0 0 0
Group after 1
Treatment (%) Low-flow oxygen 3 0 0 0 0
Ambient air 2 8 (24) 0 0 0
Discharged 1 8 (24) 5 (71) 10 (100) 2 (100)

Improvement 19 (56) 5(71) 10 (100) 2 (100)

Category on ordinal scale

Figure 1. Oxygen-Support Status at Baseline and after Treatment.

For each oxygen-support category, percentages were calculated with the number of patients at baseline as the de-
nominator. Improvement (blue cells), no change (beige) and worsening (gray) in oxygen-support status are shown.
Invasive ventilation includes invasive mechanical ventilation, extracorporeal membrane oxygenation (ECMO), or

both. Noninvasive ventilation includes nasal high-flow oxygen therapy, noninvasive positive pressure ventilation
(NIPPV), or both.
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Grein, et al. New Engl J Med 2020 PMID 32275812
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Dexamethasone in Hospitalized Patients with Covid-19 Summary
Background Azithromycin has been proposed as a treatment for COVID-19 on the basis of its immunomodulatory  teset 2001 397 6052
actions. We aimed to evaluate the safety and efficacy of azithromycin in patients admitted to hospital with COVID-19
ARSTRACT

Effect of Hydroxychloroquine in Hospitalized Patients with Covid-19

RECOVERY trial
(UK)
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B Invasive Mechanical Ventilation (N=1007)

100+
Rate ratio, 0.64 (95% Cl, 0.51-0.81)
80
£ 60
£
= Usual care
5 40-
=
20 Dexamethasone
0 T L 1 1
0 7 14 21 28
Days since Randomization
No. at Risk
Usual care 683 572 4381 424 400
Dexamethasone 324 290 248 232 228
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ventilation
Oxygen only

All Patients

Invasive mechanical

No oxygen received

Respiratory Support
at Randomization

298/1279 (23.3)
89/501 (17.8)
482/2104 (22.9)

Chi-square trend across three categories: 11.6

Dexamethasone
no. of events/total no. (%)
95/324 (29.3)

Usual Care Rate Ratio (95% Cl)
283/683 (41.4) ——@—o 0.64 (0.51-0.81)
682/2604 (26.2) e == 0.82 (0.72-0.94)
145/1034 (14.0) ™ 1.19 (0.92-1.55)
111074321 (25.7) <> 0.83 (0.75-0.93)
P<0.001
] 1 I 1
0.50 0.75 1.00 1.50 2.00
Dexamethasone Usual Care
Better Better

N Engl J Med 2021; 384:693-704
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Baricitinib + Remdesivir for Hospitalized Adults with Covid-19 P=0.03 Baricitinib+RDV
DOUBLE-BLIND, MULTICENTER, RANDOMIZED, CONTROLLED TRIAL 3 e e —
SOGE & 0.75-4
1 O 3 3 _Baricitinib + Placebo + 2 Placebo+RDV
: Remdesivir Remdesivir 9
2 . o
Patients O .e, e 0.504
hospitalized' ( ) .‘t_’
with Covid-19 (N=515) o (N=518) g
© 0.25+
7 Days 8 Days o
Rate ratio for recovery, 1.16: 95% CI, 1.01 o 1.32: P=0.03
Time to recovery among patients 0.00 SO S PR ey v e (R G R PR [
receiving high-flow oxygen or 10 Days 18 Days 0 2 4 6 8 1012 14 16 18 20 22 24 26 28
noninvasive ventilation Rate ratio for recovery, 1.51; 95% CI, 1.10 to 2.08 Days
Serious adverse events
16% 21% No. at Risk
Baricitinib + remdesivir reduced recovery time and accelerated improvement in clinical status. Baricitinib+RDV 515497 418 302 233 186 145121 107 95 87 80 76 63 30
> RS < Placebo+RDV  518495417322251211178156143 131123115102 92 44
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Kalil et al. ACTT-2 study group NEJM 2021 PMID 33306283




REMAP-CAPDE =

® EJFmPftiR (severe CAP) DIET_ZH(IIRIETEHE20~50%
0 HERIMEELE. XHEE (RERAE) . hzsSiFEEIHIIUT
LVERL )

® i1

RSAAEKICIFEONVTEST > X ZEo> e —FHmE

® RCTHRULNERRUWITHEER(ZFENZLY

o EXMODBBEIRKROEHFENTE ZFIM TE/A0)
0 /\>FT =V IDMRICHR(CEDSVVIATER A H 9 DI E

BT TIE
miREE

SZIN¢ T AR > @i
E.|:||-=-IIJ D'fr_l-‘/j- :|> |\|:|_)|/g¥ > EH%SZ'”S

REBIEEx

— FEAEMZ (B2 TILYAX) DRE

BTN S
L Frzeemps - fepiessanns 8T THEERAREA)

Angus DC, et al. Ann Am Thorac Soc. 2020. PMID: 32267771




REMAP-CAP®D&xETEME

The REMAP-CAP (Randomized Embedded Multifactorial Adaptive
Platform for Community-acquired Pneumonia) Study

Rationale and Design

) Derek C. Angus', Scott Berry?, Roger J. Lewis®**, Farah Al-Beidh®, Yaseen Arabi®, Wilma van Bentum-Puijk’, Zahra Bhimani®,

~ Marc Bonten”®, Kristine Broglio?, Frank Brunkhorst'®, Allen C. Cheng'"'?, Jean-Daniel Chiche'®, Menno De Jong'¢, Michelle Detry?,
Herman Goossens'®, Anthony Gordon®, Cameron Green'?, Alisa M. Higgins'?, Sebastiaan J. Hullegie’, Peter Kruger'®,

Francois Lamontagne'’, Edward Litton'8, John Marshall®'®, Anna McGlothlin?, Shay McGuinness'*?°?' Paul Mouncey??,
Srinivas Murthy®?, Alistair Nichol'#?*2° Genevieve K. O'Neill'?, Rachael Parke®®?'?®, Jane Parker'?, Gernot Rohde®”?®,

Kathryn Rowan?®?, Anne Turner?’, Paul Young®'*°, Lennie Derde”°, Colin McArthur’'®', and Steven A. Webb %1832
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Angus DC, et al. Ann Am Thorac Soc. 2020. PMID: 32267771




m U.S. National Library of Medicine

ClinicalTrials.gov

Find Studies + About Studies ¥ Submit Studies Resources v~ About Sit

Home >  Search Results >  Study Record Detail

Randomized, Embedded, Multifactorial Adaptive Platform Trial for Community- Acquired Pneumonia (REMAP-CAP)

ClinicalTrials.gov Identifier: NCT02735707

The safety and scientific validity of this study is the responsibility of
the study sponsor and investigators. Listing a study does not mean it
A nhas been evaluated by the U.S. Federal Government. Know the risks
and potential benefits of clinical studies and talk to your health care
provider before participating. Read our disclaimer for details. See Contacts and Locations

First Posted @ : April 13, 2016

21,2021

Study Design Goto ~

Study Type @ : Interventional (Clinical Trial)
Estimated Enroliment @ : 10000 participants
Allocation: Randomized
Intervention Model: Factorial Assignment
Intervention Model Description: Adaptive Bayesian Platform Trial evaluating multiple interventions in multiple domains
Masking: None (Open Label)
Primary Purpose: Treatment
Official Title: Randomized, Embedded, Multifactorial Adaptive Platform Trial for Community- Acquired Pneumonia
Actual Study Start Date @ : April 11, 2016

Estimated Primary Completion Date @ : December 2023
Estimated Study Completion Date @ : December 2025

Resource links provided by the National Library of Medicine NLM

MedlinePlus related topics: COVID-19 (Coronavirus Disease 2019) Pneumonia

U.S. FDA Resources
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Angus DC, et al. Ann Am Thorac Soc. 2020. PMID: 32267771




REMAP-CAP global

Home About REMAP-CAP COVID-19 The REMAP-CAP Team Resources Contact Us

REMAP-CAP

A Randomised, Embedded, Multi-factorial, Adaptive Platform Trial for Community-Acquired Pneumonia

=>4 b3 (55C0VID-19) RXA > 2
20,044 17,848 55

Patient randomisations with Current or completed interventions

uspected or proven COVID-19 in 16 Domai

Z 5
361

Active Sites

tH A FHEBIER
11,325 9,861

Total patients Patients with ausp(-rlvd or proven

\

COVID-19

https://www.remapcap.org accessed 5/27/2022




REMAP-CAP global

Participating Sites

Over 300 sites are participating in the REMAP-CAP trial, across 21 countries.
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Interleukin-6 Receptor Antagonists in Critically Ill Patients with Covid-19
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