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COVACTA Study Design

● Primary endpoint: clinical status on 7-category ordinal scale
● 452 patients enrolled, 438 in mITT population
● Patients who received 2 doses: 30% PBO, 22% TCZ



● Groups are well balanced
● Approximately ⅔ rds of the patients were male, slightly more patients ≥ 

85 years old in TCZ
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Demographics



● Generally well-
balanced. 10% 
difference in steroid 
use at baseline (more 
on PBO)
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Baseline Disease Characteristics

(a) Ordinal Scale for Clinical Status 1. Discharged (or "ready for discharge") 2. Non-ICU hospital ward (or "ready for hospital ward") not requiring supplemental 
oxygen 3. Non-ICU hospital ward (or "ready for hospital ward") requiring supplemental oxygen 4. ICU or non-ICU hospital ward, requiring non-invasive ventilation or 
high-flow oxygen 5. ICU, requiring intubation and mechanical ventilation 6. ICU, requiring ECMO or mechanical ventilation and additional organ support 7. Death
(b) Any values reported as BLQ were set to the lower limit of detection for the assay  (3.12 pg/mL).
(c) as listed in IxRS
(d) Between Day -7 and Day 1. Steroid use only includes systemic use. Anti-viral treatment includes Lopinavir;Ritonavir, Remdesivir, Lopinavir, Ritonavir, 
Chloroquine, Hydroxychloroquine and Hydroxychloroquine Sulfate.
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Primary Endpoint
Clinical Status assessed using 7-category Ordinal Scale at Day 28 
(Week 4)

Day 28 (Week 4) outputs displaying data post LOCF (Last Post-Baseline Observation Carried Forward) 
imputation.
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Primary Endpoint

No Statistical Significance was found for the Difference between TCZ and PBO 
Clinical Status assessed using 7-category Ordinal Scale at Week 4, with 
medians of TCZ = 1.0; PBO = 2.0, a Difference in Medians [95% CI] = -1.0 [-2.5 , 
0.0] and a P-Value* of 0.3600. The Odds Ratio* [95% CI] was 1.19 [0.81 , 1.76]

Clinical status assessed using a 7-category ordinal 
scale at Day 28 (Week 4)

LOCF (Last Post-Baseline Observation Carried 
Forward) Imputation used for Withdrawals.
*P-Value and Odds Ratio from the Van Elteren test 
and Ordinal Logistic Regression respectively, both 
stratified by region and mechanical ventilation at 
baseline
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Key Secondary Endpoints

No Statistical Significance was seen for the Difference between TCZ and PBO in 

the % of patients that died by Week 4; TCZ = 19.7% and PBO = 19.4% with a 

Weighted Difference [95% CI] of 0.3% [-7.6%, 8.2%] and a P-Value* of 0.9410

Difference in Mortality at Day 28 (Week 4)

*P-Value from Extended Cochran–Mantel–Haenszel Test stratified by region and  mechanical ventilation 

at baseline
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Key Secondary Endpoints

Nominal Statistical Significance was found for the difference in Time to Hospital 
Discharge or “Ready for Discharge”, with median times [95% CI] (days) of TCZ = 
20.0 [17.0 , 27.0] , PBO = 28.0 [20.0 , NE], a P-Value* of 0.0370, and Hazard 
Ratio* [95% CI] (ref=PBO) = 1.350 [1.02 , 1.79]

Time to Hospital Discharge or “Ready for Discharge” to Day 28 (Week 
4)

*P-Value from Log-Rank Test and HR from Cox Proportional Hazards Model both stratified by region and  
mechanical ventilation at baseline
Cumulative incidence function plot produced using the nonparametric Aalen–Johansen estimator.



Clinical status at day 28 by baseline ordinal category 
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Subgroup Analyses 
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Subgroup Analyses
Clinical status assessed using a 7-category ordinal scale at Day 28 (Week 4)

Not on Mechanical 
Ventilation at Baseline

On Mechanical 
Ventilation at Baseline



Time to clinical failure (death, mechanical ventilation, ICU transfer, or 
withdrawal) among patients not on MV at baseline
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Other Secondary Endpoints 

PBO
N=90

TCZ
N=183

With event (%) 38 (42.2%) 53 (29.0%)

Time to event (days)
Median
95% CI

NE
(11.0, NE)

NE
NE

Stratified analysis
P value
HR (cox proportional hazard model, ref=PBO)
(95% CI)

0.0253
0.614

(0.40, 0.94)



Incidence of mechanical ventilation or death among patients not intubated at 
baseline
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Other Secondary Endpoints 

PBO
N=90

TCZ
N=183

Pts with MV or death 33 (36.7%) 51 (27.9%)

95% CI (26.7%, 46.6%) (21.4%, 34.4%)

Weighted difference in %
95% CI

-8.9%
(-20.7%, 3.0%)

P value
(CMH test)

0.1355



Incidence of ICU transfer or death among patients not in ICU at baseline 
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Other Secondary Endpoints 

PBO
N=64

TCZ
N=127

Pts with ICU admission or death 26 (40.6%) 30 (23.6%)

95% CI (28.6%, 52.7%) (16.2%, 31.0%)

Weighted difference in %

95% CI

-16.0%

(-30.2%, -1.8%)

P value

(CMH test)
0.0229



Duration of ICU stay shorter among TCZ patients (mITT population) 
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Other Secondary Endpoints 

PBO
N=144

TCZ
N=294

Median ICU stay (days) 15.5 9.8

95% CI (8.7%, 25.5%) (7.0%, 15.7%)

Weighted difference (days)
95% CI

-5.8 
(-15.0%, 2.9%)

P value
(CMH test)

0.0454



No new safety signals. Safety profile is similar in both arms.
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Safety Overview

Number (%)
to Week 4 to Clinical Cutoff Date

PBO
N = 143

TCZ
N = 295

PBO
N = 143

TCZ
N = 295

Total Pts with at least one AE
Total AEs

116 (81.1%)
360

228 (77.3%)
778

118 (82.5%)
423

237 (80.3%)
906

Total Pts with at least one SAE
Total SAEs

55 (38.5%)
101

103 (34.9%)
160

62 (43.4%)
117

113 (38.3%)
183

Total Pts with at least one 
Infection and infestation AE 58 (40.6%) 113 (38.3%) 62 (43.4%) 126 (42.7%)

Total Pts with at least one 
Infection and infestation SAE 37 (25.9%) 62 (21.0%) 41 (28.7%) 70 (23.7%)

Total Pts who withdrew treatment 
due to an AE 1 (0.7%) 0 1 (0.7%) 0

Deaths 28 (19.6%) 58 (19.7%) 33 (23.1%) 70 (23.7%)

Total number of patients 
withdrawn from study due to an 
AE (excluding deaths)

0 0 0 0



● Efficacy
○ Primary endpoint was not met
○ No difference in mortality
○ 8 day improvement in time to discharge or ‘ready for discharge’ was 

nominally significant
○ Decreased risk of clinical failure (death, MV, or ICU) was nominally 

significant (HR 0.614)
○ 5.8 day improvement in ICU stay was nominally significant

● Safety
○ No new safety signals were identified
○ The safety profile was comparable across the treatment groups 
○ Infections and serious infections occurred less frequently in TCZ arm

16

Conclusions

https://www.medrxiv.org/content/10.1101/2020.08.27.20183442v2
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EMPACTA - Topline results released

Key differences from  COVACTA:

● Patients on MV/NIV excluded
● 80% corticosteroids, 50% remdesivir

PRIMARY ENDPOINT MET: 

● Statistically significant reduction in 
risk of MV or death (log-rank p-value 
= 0.0348; HR [95% CI] = 0.56 [0.32, 
0.97]). 

● No statistical difference in mortality

https://www.roche.com/media/releases/med-cor-2020-09-18.htm



Key differences from  COVACTA:

● Combination treatment with remdesivir

● Patients requiring ≤ 6 LPM 

supplemental oxygen excluded

● Patients with renal failure excluded
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REMDACTA - Recruitment continuing

Currently enrolling in US, Brazil, Russia

● Planning expansion in Europe and 

Latin America

Topline data end of 2020

https://clinicaltrials.gov/ct2/show/NCT04409262?term=REMDACTA&draw=2&rank=1



19

Canada - Clinical Research Institute of Montreal, Montreal, QC: Emilia Falcone; St. Joseph's Healthcare Hamilton/Hamilton General Hospital, Hamilton, ON:
Zain Chagla; University Health Network, Toronto, ON: Lorenzo del Sorbo,

Denmark - Hvidovre Hospital, Hvidovre: Thomas Benfield; Odense Universitetshospital, Roskilde: Isik Somuncu Johansen; Rigshospitalet Copenhagen 
University Hospital, Copenhagen: Jan Gerstoft; Sjællands Universitetshospital, Roskilde: Lothar Wiese

France - CHRU de Tours, Tours: Denis Garot; Centre Hospitalier Departemental de Vendee, La Roche-sur-Yon: Caroline Pouplet; Centre Hospitalier et 
Universitaire de Limoges, Limoges: Bruno François; Hôpital de La Croix Rousse, Lyon: Mehdi Mezidi; Hopital de la Pitie Salpetriere, Paris: Charles Edouard Luyt; 
Hopital Cochin University Hospital, Paris: Jean Paul Mira; Hotel Dieu – Nantes: François Raffi

Germany - LMU Klinikum der Universitat München, München: Michael von Bergwelt; Medizinische Hochschule Hannover, Hannover: Tobias Welte; Uniklinik 
Köln, Koeln: Boris Böll; Universitatsklinikum Dusseldorf, Dusseldorf: Bjorn-Erik Jensen

Italy - Azienda Ospedaliera San Gerardo di Monza, Lombardia: Paolo Bonfanti; Fondazione IRCCS Policlinico San Matteo, Pavia: Raffaele Bruno

Netherlands - Amphia Ziekenhuis, Breda: Kornelius van der Leest; Erasmus MC, Rotterdam: Daphne Dumoulin; St. Antonius Ziekenhuis Nieuwegein, 
Nieuwegein: Jan Grutters; Universitair Medisch Centrum Utrecht, Utrecht: Helen Leavis

Spain - Hospital Clinic de Barcelona, Barcelona: Alex Soriano Viladomiu; Hospital General Universitario Gregorio Maranon, Madrid: Patricia Muñoz Garcia-
Paredes; Hospital Universitario de Bellvitge, Barcelona: Jordi Carratala; Hospital Universitario HM Sanchinarro-CIOCC, Madrid: Antonio Cubillo Gracian; Hospital 
Universitario La Paz, Madrid: Jose Ramon Arribas Lopez; Hospital Universitario Ramon y Cajal, Madrid: Jesus Fortun Abete; Hospital Universitario Vall 
d'Hebron, Barcelona: Ricard Ferrer Roca

United Kingdom - Greater Glasgow and Clyde Health Board, Glasgow: Kevin Blyth; Imperial College London, London: Nichola Cooper, Taryn Youngstein; Leeds 
Teaching Hospitals NHS Trust, Leeds: Sinisa Savic; North Manchester General Hospital, Manchester: Andrew Ustianowski; Royal Free Hospital, London: Sanjay 
Bhagani; St George's Clinical Research Facility, London: Daniel Forton; University College Hospital, London: Claire Roddie

United States - Baylor St. Luke's Medical Center, Houston, TX: Ivan O Rosas; Baystate Health System, Springfield, MA: Daniel Skiest; Ben Taub General 
Hospital – HCHD, Houston, TX: Ivan O Rosas; Cleveland Clinic Foundation; Pulmonary, Allergy & Critical Care Medicine, Cleveland, OH: Leslie Tolle; David 
Geffen School of Medicine UCLA, Los Angeles, CA: Igor Barjaktarevic; Denver Health Medical Center, Denver, CO: Ivor Douglas; Duke University Medical 
Center, Durham, NC: Mehri McKellar; eStudySite, La Mesa, CA: Michael Waters; Evergreen Health Infectious Disease, Kirkland, WA: Francis Riedo; Hackensack 
University Medical Center, Hackensack, NJ: Ronaldo Go; Intermountain LDS Hospital, Salt Lake City, UT: Bradley Hunter; Intermountain Medical Group, St. 
George, UT: Derrick Haslem; James J Peters Veterans Administration Medical Center – NAVREF, New York, NY: Norbert Bräu; Mayo Clinic – PPDS, Rochester, 
MN: Raymund Razonable; Ochsner Clinic Foundation, New Orleans, LA: Julia Garcia-Diaz; Robert Wood Johnson University Hospital/Rutgers, New Brunswick, 
NJ: Sabiha Hussain; Rush University Medical Center, Chicago, IL: Mariam Aziz; Stanford University, Stanford, CA: Nidhi Rohatgi; Swedish Hospital Medical 
Center, Seattle, WA: Krish Patel; Thomas Jefferson University, Philadelphia, PA: Marianthi Kiriakidou, Gautam George; University of California, San Diego, San 
Diego, CA: Atul Malhotra; University of Chicago, Chicago, IL: Kathleen Mullane; University of Miami Miller School of Medicine, Miami, FL: David de la Zerda
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