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Background
• Patients with severe or critical COVID-19 may require invasive 

mechanical ventilation (IMV)

• Randomized controlled trials (RCTs) that investigate occurrence of 
IMV recruit highly selected populations with different clinical 
profiles than “real-world” patients

• Are results from trial-eligible patients comparable to 
outcomes among real-world, more complex patients?

Data Source:

TriNetX Live™ USA 
Network

EHR cloud platform 
Includes 66 large 

academic and small 
specialty healthcare 

organizations

Study Design Based on ACTIV-4a RCT
Objective: Compare demographics, comorbidities, and occurrence of IMV
between patients meeting all exclusion criteria (trial-eligible)
and patients without exclusion criteria applied (real-world)
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ACTIV-4a: https://clinicaltrials.gov/ct2/show/NCT04505774
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“Real-world” patients with 
COVID-19 are statistically and 
clinically different from “trial-

eligible” patients

Twice as many invasive 
mechanical ventilations among 

real-world patients
10.7 vs 5.5%

28,280 hospitalized 
patients w/COVID-19

3.7% trial-eligible

All patients were on average 60 
years old; ~50.5% were female

5
Characteristics assessed in the 

year prior to hospitalized COVID-19

Comorbidities

Diabetes  

Coagulopathy  

Hypertension  

Neoplasms  

Respiratory disease  

Medications

Antiasthmatics  

ACE inhibitors  

Anticoagulants  

0.1 0.2

Standardized Mean Difference

At baseline, “real-world” patients 
were at a higher risk for IMV and 

other COVID-19 complications

More common in “real-world” patients
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